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' 70127-8 and final printed labels
BBl Susanne Cerrelli to: cdaniels 06/01/2012 01:42 PM

Dear Ms. Daniels,

Please read the attached PR notice.

There is a requirement that final printed labeling be submitted under 40 C.F.R. 156.10(a)(5), but there is
also a little-known Pesticide Registration Notice (82-2, attached below) that clarifies this requirement.

You have indicated that the EPA Reg. No 70127-6 product has not been released for shipment, Please
ask the registrant o centify this in writing, an email is acceptable (see example statements below}

Example Statements for Final Printed Labeling Requirement (May Vary Based Upon Your Situation)

"I cerify that, since product X's registration on March 4, 2012, company X has not released product X for
shipment; therefore, the requirement for submission of final printed labeling to EPA has not been
triggered. Further, | acknowledge that, if company X decides to release product X for shipment in the
future, final printed tabeling will need to be provided to EPA prior to such action (in accordance with the

terms of the xo0e-xxx, 2012 registration notice).”
ﬁ 0
When you do send the final printed tabel, please address the following elements.

The 70127-6 label is missing net weight, baich code, expiration date (on page 1}, and the agent needs to
remove text on label! that says "note to reviewer" (on page 4),

R~ _ o et . et ot 0

"1 atta__chment

e

prnotice82-02.pdf

Regards,
Susanne Cerrelli
Regulatory Action l.eader

Microbial Pesticides Branch
Biopesticides Pollution Prevention Bivision (7511P})

703-308-8077(w)



Exponent

Expﬁﬁ@ﬁt 1150 Connecticut Avenue, NW

Suite 1100
Washington, DC 20034

relephone 202-772-4900
facsimile 202-772-4570
WWW.EXPOTEnt.com

March 23, 2012

Sheryl Reilly, Ph.D,

Biopesticides and Poilution Prevention Division {7504P)
Office of Pesticide Programs

Document Processing Desk

One Potomac Yard, Reom S-4900

2777 S. Crystal Drive

Arlington, VA 22202-4501

Subject: Submission of Final Printed Label for Taegro Technieal (EPA Reg. No. 70127-6)
Dear Dr, Reiily:

On behalf of Novozymes Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400
Corporate Circle, Salem, VA 24153), Exponent, Inc. is submitting a final printed label for the
EPA registered product Taegro Technical (EPA Reg. No. 70127-6). The following documents
are enclosed in support of this action:

e Application for Pesticide, EPA 8570-1 Form; and
o Final Printed Label (2 copies).

This submission is the final printed label in response to the notice of amended registration for
this product from EPA dated April 26, 2011.

1f you have any questions, please contact me via phone at (202) 772-4916 or via email at
cdaniels{@exponent.com.

Sincerely,

Carrie Dantels
Authorized Representative of
Novozymes Biologicals, Inc,

Enclosures

ce: Dean Thome, Novozymes Biologicals, Inc.
Matthew Feinberg, Exponent, Inc.



Please read fastructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval explres 05-31-88

United States _:l_Registfation OPP ldentifies Number
EP ﬁ Environmental Protection Agency _:]_ﬂmendment
Washington, DC 20460 X Other
Application for Pesticide - Section |
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
70127-6G Sheryl Reilly

4, Company/Praduct (Name)

Novozymes Biologicats, Inc, / Taegro Technical PM# BPPD IENOM DRestrlcted
5. Name and Address of Applicant (Inciude ZIP Code) 6. Expedlted Revlew. In actordance with FIFRA Section 3(¢3)(b)(1), my

product is similar or identical In composition and latsling to:

Novozymes Biofogicals, Inc. EPA Reg. No.

5400 Corporate Circle,
Salem, Virginia 24153

Produc] Name

D Check if this ts a new address

Section |

e
l:l Amengmant - Explain below, fFinal printed labels in response to Agency letter dated 04-26-2011
I:] Resubmission in response to Agency letter dated D “Me Too" Applicatlon
D Notification - Explain below, L___] Other - Explain below.
Explanation: Use additional page(s) if necessary. (For sectlon] ang Sectlon 11.) " N O
- NOT REVIEWED

Submission of final printed label in response to a letter from EPA dated 04-26-2011. gecordance with PR Noﬂce 82 4

“.._"1‘ RO Orart lohe P~

Section Il

1. Materal This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container
D Yas" D Yes D Yes D Metal

@ No E No E No D Plastic

It “yes” No. per i “Yasg" No. per Delass

»Oertification st Unit Packaging wgt.  Container Package wgt. Contalner DP

i aper
be submilted P _

lother (gpecity) Plastic Bag
3. Location ot Net Contents Informatien 4, Size{s} Retail Container 8. Locatlon of Label Directions
EL&U&I D Container 16010 500 Ibs, On Rag
gpn Labeling ascompanying product

8. Manner in Which Label Is Atixed to Product I Juithograph [Xotner  Labelis glued to plastic bag

DPapar glued v

DStenci[ed
Section IV
t. Conlact Paint {Compiete fems directly bslow for lderiification of individual 1o be confacted, if necessary, to progass fhis appifcation ,]_ .

Name Title Telaphone No. (Inglude Area Code)
Carrie Danicls Authorized Representative 202-772 4916
Certification ' 6. Dale Application
1 certify Inat the statements | have made on Ihis form and all attachments thereto are true, accurate and complete. 1 Hf,‘-‘el"’&d
ackn ge that any knowingly false or misleading slatement may be punishable by fine orimprisonment or both {Stamped)

undgr applicable law.

2. Signafure 4. Tille '
BY: Regulatory AlTairs Manager, Novozymes Biologicals. Inc.

S .
4. Typed Name: Dean Thome B, Data:  March 23, 2012




_ _ NOT REVIEWED
TAEGRO® Technical 4n accordance with PR Notice 89+

bosed on draft labeling dated
For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Baciflus subtilis var. amyloliquefaciens Strain FZB24* ...................... 79.9%
OTHER INGREDIENT S ..ottt et e e r et er s 20.1%
O L e e e e e et 100.0%

*Contains a minimum of 2.0 x 10" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
[this statement will be inserted if the label is printed on more than one sheet]

Net weight: [Actual value to be inserted, generally 100 to 500 [bs.]

Novozymes Biologicals, Inc.
5400 Corporate Circle « Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-001
Made in the U.S.A.

Batch code and Expiration Date: [Batch code and expiration date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING - Causes substantial but temporary eye injury. Causes skin irritation. o not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved ¢hirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective evewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting
NIOSH standards of at least N-95, R-85, or P-85 when handling this nroduct. Renezted
exposure to high concentrations of microbial proteins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust  ‘A/ash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuce.

Page 1



FIRST AID

IF IN EYES:

Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing evye.

Call a poison control center or doctor for treatment advice.

IF ON SKIN OR
CLOTHING:

Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes,
Call a poison control center or doctor for treatment advice.

[F INHALED:

Move person to fresh air,

If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.

Call a Poison Control Center or doctor immediately for treatment
advice.

IF
SWALLOWED:

Call a Poison Control Center or doctor immediately for treatment
advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control
center or doctor.

Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical

treatment information.

Page 2




ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the labkel and when used according to
the label directions is reasonably fit for the purposes referred to above, Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals., SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.

Page 3



STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F
(35°C), and use within one year. Do not freeze. Close opened packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an
approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. If burned, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

{Note to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]

Page 4




Exponent

E‘Xpﬁn@ﬂg ] 1150 Connecticut Avenue, NW

Suite 1100
Washington, DC 20036

telephone 202-772-4000
facsimile z02-772-4079
WWW.EXPOonenL.com

April 4, 2012

Sheryl Reilly, Ph.D.

Biopesticides and Pollution Prevention Division (7504P)
Office of Pesticide Programs

Document Processing Desk

One Potomac Yard, Room S-4800

2777 8. Crystal Drive

Arlington, VA 22202-4501

Subject: Sabmission of Final Printed Label for Taegro Technical (EPA Reg. No. 70127-6)
Dear Dr. Reilly: |

On behalf of Novozymes Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400
Corporate Circle, Salem, VA 24153), Exponent, Inc. is submitting a final printed label for the
EPA registered product Taegro Technical (EPA Reg. No. 70127-6). The following documents
are enclosed in support of this action:

o Application for Pesticide, EPA 8570-1 Form; and
e [inal Printed Label (2 copies).

This submission is the final printed label in response to the notice of amended registration for
this product from EPA dated March 27, 2012.

If you have any questions, please contact me via phone at (202) 772-4945 or via email at
mfeinbergi@exponent.com.

Sincerely,

Matthew Feinberg
Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures

ce! Dean Thome, Novozymes Biologicals, Inc.
Carrie Daniels, Exponent, Inc.



gt NOT REVIEWED
ot geee.  .nce with PR Notice 82-%

bosed on draft labeling dated 3 /2_7 Z I
Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval explres 05-31-98
United States D”Hegistration OFF Identifler Number
EPA Environmental Protection Agency [ ] Amendment
Washington, DC 20460 X other

Application for Pesticide - Section |

t. Company/Product Numbar 2. EPA Product Manager 3. Proposed Classification
70127-6 Sheryl Reilly
4.  Company/Product (Name) PME BPP ot
Novozymes Biologicals, Inc. / Tacgro Technical D Nona DRestric{ed
5. Name and Address of Applicant {frnclude ZiF Code} 8. Expedited Revlew. Inaccordance with FIFRA Sectlon 3(c)(3)m)(), my
product is stmilar or idantlcal in compositlion and labaling fo:
Novozymes Biologicats, Inc. EPA Reg. No.

5400 Corporate Circle,
Salem, Yirginia 24153

[ | Greck it tis is & new agaress

Product Mame

Section #

D Ameandment - Explain below.
D Hesubmisslon in rasponse fo Agency letier dated

D Notification - Explain below.

e
Finaf printad labels in response to Agency letter dated 03-27-2012

l:l “Me Toa" Application
[:I Other - Explain below.

Explanation: Lise addifional page(s) if necessary. (For section | and Secfion I1.)

Submission of finaf printed labet in response to a letter from EPA dated 03-27-

2012.

Section I}

1. Material This Product Wil Be Packaged In:

Chitd-Resistant Packaging uUnlt Packaging Water Soluble Packaging 2, Type of Container
Yes® Yes Yes If] Metat
B No No No [] Prastc
IT*Yes" No. per if “Yes" No. per DG{ass
sCertification must Unit Packaging wgt.  Container Package wal. Contalner
. Paper
be submitted P . )
] P<other (specify) Plastic Bag
3. Locatlion of Net Contents Information 4. Size(s) Retail Container 5. tecation of Labet Directions
Labai D Container {0010 500 tbs. Bdon Bag
[:}On Labeling accompanying product
6. Manner in Which Labsl is Affixed fo Product [ Iuimograph Xower Labelisgluedto plastic bag
DPaper glugd !

DSte&ciled

Section IV

t. Contact Point (Complete ferns diractly below for identification ol individual to ba confactad, if necassary, fo process this application.)

Name Title

Carrie Daniels

Authorized Representtative

i Tdlaphone No. finclude Area Coda)
202.712.4516

Certification

{ certifithat the statements | have made on this form and all attachments thereto are trug, accurate and complefa, |
ackpowlhdge that any knowingly talse or misleading statement may be punishable by fing or imprisonment or both

unger apglicable faw.

6. Dute Appllcation
Nccaved

{Stamped)

3. Titte

Regulatory Attairs Manager, Novozymes Bioloegicals. Inc.

8. Date;

e
4, Typed Name: Dean Thome

Aoril 4, 2012

10



TAEGRO® Technical e oot NOT REVIEWED
Q%&C‘tordnnce with PR Nofice 82-%
For manufacturing purposes only bosed on draft labeling dated
% Wiw
ACTIVE INGREDIENT: Bacillus subtilis var. amyloliquefaciens Strain FZB24* ...................... 79.9%
OTHER INGRE D ENT S o ittt ettt e e a e 20.1%
TOLBL ettt e e e 100C.C%

*Contains a minimum of 2.0 x 10"* Colony Forming Units (CFU)/gram.

KEEP OQUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
[this statement will be inserted i the labetl is printed on more than one sheet|

Net weight: [Actual value to be inserted, generally 100 to 500 lbs ]

Novozymes Biologicals, Inc.
5400 Corporate Circle » Salem, VA 24153

1-888-744-5662

EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-001
Made in the U.S.A.

Batch code and Expiration Date: [Batch code and expiration date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective . evewear
such as goggles, face shield or safety glasses, and a dust/mist filtering resp:rator meeting
NIOSH standards of at least N-85, R-85, or P-85 when handling this product. Fepzated
exposure to high concentrations of microbial proteins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 1
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FIRST AID

IF IN EYES: e Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eve.

o Call a poison control center or doctor for treatment advice.

IF ON SKIN OR e Take off contaminated clothing.

CLOTHING: s Rinse skin immediately with plenty of water for 15-20 minutes.
o Call a poison control center or doctor for treatment advice,
IF INHALED: o Move person to fresh air,

+ If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
e (Call a Poison Control Center or doctor immediately for treatment

advice.
IF o (all a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

o Have person sip a glass of water if able to swallow.

e Do not induce vomiting unless told to do so by the poison control
center or doctor.

» Do nof give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.

Page 2
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ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regicnal Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biclogicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER 1S AUTHORIZED TO DO SO.

Page 3
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE

TAEGRO consists of living microbes. Store between 39°F (4°C) and 73 F (23°C), but do
not exceed 95°F (35°C), and use within two years. Do not freeze. Close opened
packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. If burned, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

fNote to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]

Page 4

14




Material Sent for Data Extraction

Regs # 7o |11.7~-6

Description: ' LM W

[1 Material(s) Sent to Data Extraction Contractors:

g/QZf/Z

New Stamped Label Dated

Notification Dated

New CSF(s) Dated

DDD@\

lﬁ Decision #: 6! 707

[1 Other Action/Comments:

File this coversheet and attached materials in the jacket., It must be

well organized and clipped together, NOT STAPLED. Then give the

jacket with the coversheet and materials to staff in the Information

Services Center {(ISC) (Room $-4900). If a jacket is full or only

available as an image, please file materials in a new jacket and bring it

down to the (ISC). For further information Tle__ase call 703-605-0716.
Covo)

¢

Reviewer: _ ) (Sauanée-
Phone: 77)(5’%77 Division: g,ﬁﬁD

Date: 7/’6,7//1/

15
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

AGENC

()

é’}‘.{ﬂOH 18 'y

AN
A1 prote®

WAR 27 2012

QFFICE OF CHEMICAI SAFETY
AND POLLUTION PREVENTION

Mr. Matthew Feinberg, Agent for Novozymes Biologicals, Inc.

Exponent
1150 Connecticut Avenue, N.W,

Suite 1100
Washington DC 20036

RE: Revised Label for Tacgro Technical (EPA Reg. No. 70127-6)
OPP Decision Number: D461702

Dear Mr, Feinberg:

The Agency has reviewed your request to amend the Taegro Technical label to revise the
Pesticide Storage instructions.

The Agency has reviewed the submitted “Final Storage Stability Study,” MRID
48747701, BPPD has determined that these data for Bacillus subtilis Var. amyloliquefaciens
FZB24 are acceptable to support the label amendment and demonstrate that this product is stable
for a duration of 2 years when stored at a temperature range of 4-23°C.

The label amendment referred to above, submitted in connection with registration under
section 3(c)}{7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is
acceptable provided that you:

1. Submit and/or cite all data required for registration of your product under FIFRA section
3(c)(5) when the Agency requires all registrants of similar products to submit such data.

2. Submit two (2) copies of the final printed labeling prior to releasing the product for
shipment.

CONCURRENCES

symsoL i /S]] /%,- el 9784
SURNAME » 564/%1// LW
vt » 757/ “Sh;; 2

EPA Form 1320-1A (1/80)

i

DFFICIAL FILE CORY

16



TAEGRO® Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacillus subtilis var. amyloliquefaciens Strain FZB24* ..............ccceeo.e. 79.9%
DT HER INGRED I EN T S . e ettt teetitess et ettt es e es et e e ee e s et eee e e tnaserarseesntsrassestssarnsamenaeenmnrras 20.1%
O I e e e e e e e ettty e e ey ae e 100.0%

*Contains a minimum of 2.0 x 10'" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
[this statement will be inseried if the label is printed on more than one sheet)

Net weight: [Actual value to be inserted, generally 100 to 500 Ibs.]

ACCEPTED

Under the Federal Insecticide, Fungicide,
and Rodenticlde Act, as amended, for

Novozymes Biologicals, Inc.
5400 Corporate Circle » Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-6 the pesticide reglstered under
EPA Est. No. 70127-VA-001 EPA Reg. No.
Made in the U.S.A. ol -6

Batch code and Expiration Date: [Batch code and expiration date fo be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt 2nd short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, proje:tive eyewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator mecting
NIOSH standards of at least N-95, R-95, or P-85 when handling this product. Repeated
exposure to high concentrations of microbial profeins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chew:ng gum,
using tobacco or using the toilef. Remove and wash contaminated clothing before reuse.

Fage 1 17



FIRST AID

IF IN EYES: e Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

o Call a poison control center or doctor for treatment advice.

IF ON SKIN OR o Take off contaminated clothing.
CLOTHING: Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.

I INHALED: Move person o fresh air.

If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.

e (Call a Poison Control Center or doctor immediately for treatment

advice,

IF o Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.
o Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to do so by the poison control
center or doctor.
» Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.

Page 2 1 8




ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Poliutant
Discharge Elimination System (NPDES) permit and the permitiing authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your Staie Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, calt CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants, This product may be used to formulate products for additional uses not listed on
the manufaciuring-use product (MP) label if the formulator, user group, or grower has
complied with US EPA daia submission requirementis regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use conirary o the specified directions. If this product
does not perform as warranted above and to the exient consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store between 39°F (4°C) and 73 °F (23°C), but do
not exceed 95°F (35°C), and use within two years. Do not freeze. Close opened

packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. If bumed, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

[Note to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]
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BPPD Label Amendment Checklist’

Fast Track I and PRL& Actions B650 O, B680 O, B681 O, B /o9 0, B89 1 &B900 [
EPA Reg. No.: RAL: Application Date:

Application Form (EPA Form 8570-1) - signed & complete, including package type? IF NO, STOP!
Call applicant and have them correct application and resubmit. fos~5coll P S

Final printed labeling received for previous action? I¥F NO, STOP! E-mail applicant and request final
printed labeling (FPL).

Does the registration notice have terms/conditions (ex: storage stability data)? ‘7 S

If s0 have th feonditions b o e IS bidele
50 have the terms/conditions been met? - RO

7l
£

If new use sites are being added, are they subject to OPP’S process for pubhic inyolvement in
pesticide registration actions? . E}?ﬁ i fg

Data and Data Matrix present. (EPA Form 8570-35) N NG NA[]
If Fast Track, check to see if original registration supported by data, formulators exemptlon etc.

Using Selective Method? [IF NO, SKIP to item 4 and note that data matljlx,‘sh_ould be used for the
cite-all method te indicate the companies to wliom offers of compensatiors were made.}

Complete Data Matrix supporting both the product registration and the profjosed amendment, Minimum
Data Matrix for registration includes: Product specific Acute Toxu:ity and Product Chemistry data, plus
Efficacy data for public health pests claimed on label.

Adequate product specific data?

. \ \ \ iﬁ’" gl j:' :

Registered source used for active ingredient? IF YES, SKIP to ITEM 4. (If active ingredient is from a
registered source (manufacturing-use product), generic data should be satisfied by registered source.) If
NO or if use not supported by registered source, gencric data is necessary,

If new data submitted: data passed PR Notice SGTS\,_for formatting and MRID # assigned?

Public copy of Data Matrix provided? (PRN 98—5)

| and PR Notice 98-5 [If no data are required ‘or submitted, a Certification with Respect to Citation of Data form isn’t

Certification with Respect fo Citation d'"f;-_l)ata present. {EPA Form 8570-34): See 40 CFR 152.80-98

needed. This is often true for minor amer_f;c_lrﬂents.] NA []

Did applicant check a Method of. Sﬁpbort?

General Offer to Pay checke_gl»_fof Cite-all Method or Cite-all under Selective Method?

Is the form signed and c__iaftq;i?"'

NENERNAN

oo TN I v T v S o

Check form and Data Ma_t"rix. Are Exclusive Use data cited from other sources?

IF YES, is tl'_lr,c._,;"é;jq&‘ired authorization letter included in application? NA O+

Label(s) Revlew f"?*;;& %ﬁit"?ﬁ; fmnduand™y | Dateof Label Review:  5-77-j7

Label(syin conformance with current Label Revie¥ Memual and appropriate REDS.

ISAE R

Labc‘_lin"g\""statemcnts and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable
waivers). Acceptable efficacy studies support public health pests claimed on label.

_Nominal concentration of active ingredient shown in ingredients stateinent.

Viability included as sub-statement of Ingredient Statement (if live microbial, i.e., cfu/gram).

Storage and disposal instructions agree with container types listed on application form.

Unique Product Name for Same Company (Check OFFIN).

NEARRY

@[ e e

Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including puirescent eggs), fish, crustacea, or
wheat commodities? If YES, RAL must evaluate label use directions for compliance with 40 CFR

180.1071.
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Does label bear “National Orgar{ rogram” (PR Notice 2003-1) or OMRIcli 7

I YES, National Organic Prog;afn or OMRI claims approved by Chris Pfiefer?

NA O

Labeling is acceptable. Corrections or changes are NOT necessary.

Comments:

22
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TAEGRO® Technical L) o~
. o | Ve
For manufacturing purposes only f %
% wiw
ACTIVE INGREDIENT: Baciflus sublilis var. amyloliquefaciens Strain FZB24*....................... 79.9%
OTHER INGRE DI EN T S ittt ccr vttt st e e vr e st e e e e e e eeam bt e e e atbs eeaene i cevenanaretasaans 20.1%
B o] 22 IR OO OSSR OSSR ER RSP RTI 100.0%

*Contains a minimum of 2.0 x 10"" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
[this statement will be inserted if the label is printed on more than one sheet]

Net weight: [Actual vailue to be inserted, generaity 100 to 500 ibs.]
Novozymes Biologicats, inc. oN ‘8o

5400 Corporate Circie « Salem, VA 24153 10 ‘Papumen Lo215160: apsansaud'gfg
1-888-744-5662 "3PIBUNS ‘aprnzasul esma 2POY Pue

173} [2J3pa_.} g Japufy.

EPA Reg. No. 70127-6
. No. 27-VA- '
31430y

Batch code and Expiration Date: [Batch code and expiration date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING - Causes substantial but temporary eye injury. Causes skin irritatior. Do not
get in eyes, on skin, or on clothing. Wear coveratls worn over short-sleeved shirt and short
pants, socks, chemicai-resistant footwear, chemical-resistant gloves, proiective eyewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator ;nasting
NIOSH standards of at least N-95, R-95, or P-85 when handling this preduct. Fepeated
exposure to high concentrations of microbial proteins can cause alisrgic sensitization,
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handiing and before eating, drinking, chewayg gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse.
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FIRST AID

IF IN EYES: » Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

» Call a poison control center or doctor for treatment advice.

IF ON SKIN OR ¢ Take off contaminated clothing.

CLOTHING: » Rinse skin immediately with plenty of water for 15-20 minutes.
e Call a poison control center or doctor for treatment advice.
IF INHALED: e Move person to fresh air.

s If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
e Call a Poison Control Center or doctor immediately for treatment

advice.
IF e (Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

¢ Have person sip a glass of water if able to swallow.

e Do not induce vomiting unless told to do so by the poison contro}
center or doctor.

o [Jo not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.
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ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

it is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer’s sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store between 39°F (4°C) and 73 °F (23°C), but do
not exceed 95° F (35°C), and use within two years. Do not freeze. Close opened

packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container,

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. If burned, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

[Note to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]
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Page 1 of 2

70127-6 Taegro Technical

Matthew Feinberg

to:

Susanne Cerrelli

03/23/2012 03:42 PM

Ce:

Carrie Daniels

Hide Details

From: Matthew Feinberg <mfeinberg@exponent.com>

To: Susanne Cerrelli/DC/USEPA/US@EPA

Cc: Carrie Daniels <cdaniels{@exponent.com>

1 Attachment

Novozymes - Submission of Final Printed [.abel for Taegro Technical. pdf

Ms. Cerrelli,

Please find attached a copy of the Final Printed Label submission for Taegro Technical (EPA Reg. No. 70127-6),
submitted to document processing today, Friday, March 23" please note that the Final Printed Label and the
amended Master Label approved on April 26, 2011 are identical. If you have any questions or need anything
further, please feel free to contact me.

Regards,

Matthew Feinberg

Regulatory Consultant

Exponent, Inc.

Center for Chemical Regulation and Food Safety
1150 Connecticut Avenue, N.W.

Suite 1100

Washington, DC 20036

file://C:\Documents and Settings\scerrelN\Local Settings\Temp\notes87944B\~web5391.htm  3/23/2012



Page 2 of 2

Tel. 202.772.4945
Fax 202.772.4979
mfeinberg@exponent.com

file://C:\Documents and Settings\scerrell\Local Settings\Temp\notes87944B\~web5391.htm  3/23/2012



Exponent

e )
gjﬁ'p@fﬁ@ﬂi 1150 Connecticut Avennc, NW

Suite 1308
Waskingion, DC 20036

relephone 20z-772-4000
faesimile 202-y72-4079
WIWwW.eXponcnt.com

March 23, 2012

Sheryt Reilly, Ph.D.

Biopesticides and Poliution Prevention Division (7504P)
Office of Pesticide Programs

Document Processing Desk

One Potomac Yard, Room §-4900

2777 8. Crystal Drive

Arlington, VA 22202-4501

Subject: Submission of Final Printed Label for Taegro Technical (EPA Reg. No. 70127-6)
Dear Dr, Reilly:

On behalf of Novozymcs Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400
Corporate Circle, Salem, VA 24153), Exponent, Inc. is subnutting a final printed label for the
EPA registered product Taegro Technical (EPA Reg. No. 70127-6). The following documents
are enclosed in support of this action:

¢ Application for Pesticide, EPA 8570-1 Forin; and
¢ Final Printed Label (2 copies).

This submission is the final printed label in response to the notice of amended registration for
this product from EPA dated April 26, 2011.

If you have any questions, please contact me via phone at (202) 772-4916 or via email at
cdaniels@exponent.com.

Sincerely,

)

A

Carrie Daniels

Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures

ce! Dean Thome, Novozymes Biologicals, Inc.
Matthew Feinberg, Exponent, Inc,
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Please read tnsiructlons on rovorse before compieling form.

Foim Approved.

OMB No. 2079-0060. Approval explies 05-31-58

EPA

Linitad States

Environmental Protection Agency
Washington, DC 20469

[ ] Registration | OPP Wentifier Number

[ Amendment

Other

Application for Pesticide - Section )

t. Company/Product Number

70127-6

2. EPA Product Manager
Sheryl Reilly

3. Proposad Classitication

4.  Company/Product {Mame}
Novozymes Biologicals, Ine. / Taegro Technical

PW# BPPD

Nona DResti}cted

5. Nams and Address of Applicant {fnciude ZiP Code)

Novozymes Biologicals, Inc.

5400 Corporote Circle,
Salem, Virginia 24153

D Check # this Is a new addrass

EPA Rag, No.

6. Expedited Ravlew. inaccoidance with FIFRA Sectlon 3{¢)(3)(b)(Y, my
product i3 slmilar or identical tnh compositien and iabating to: )

Product Name

Saction |

D Amendment - Explaln below.

D Resubmission in response to Agency ietter dated

D Notlfication - Expialn below,

D "Me Too" Appiteation

D Other - Explatn beiow.

N/
Final printad tabels In response to Agency letter dated 04-26-2011

Explanation: Use additonal page(s) it necessary. (For sectiont and Sectlon 11}

Submission of final printed labe! in response to a letter from EPA daled 04-26-201 1.

Section il

t. Materat This Product WIl! Ba Packaged In:
Chlid-Resistant Packaging Untt Packaging Water Soiubla Packaging 2. Typs ot Container

D Yes* Yes Yas Metat

X o X no <] No [ prastic

ItYes® No..per It "Yos" No, per DGtm
*Certification must Unit Packaging wgt.  Container Package wat, Contatner I:'
be submittec! Paper
| DJothar (Specity) Plastic Bag

3. Location ot Met Contents Intormatlon

4. Slze(s) Hetait Containar

8§,

L.ocatlon ot Labet Directions
On Bag

@Labs! Container 1000 SO0 ths.
[_JOn Labeling accompanying product
6, Mannar in Which Label is Afiixed 1o Praduct [ Jeitnograph DX]other  Label is gtued to plastic bag
DPaper glued '

Dstanci!sd

Section 1V

1. Contact Point (Complete ifems directiy befow for ideniffication of individual to be contacied, if necessary, to process thic appifcation.)

Name Tltie Telephone No. (Inctude Area Code)
Carrie Daniels Authorized Representative 2032.772.4916
Certification 6. Dale Application
| certify that the statements | have made on this form and ali aftachments thereto are true, accurate and complete, | Racelved
{Stamped)

ackn ge that any knowingly faise or misieading statament may be punishabie by fing or imprisonment or Both

undg’r applicable law.

2, Signajure
BY:
—

3. Tille

Regulatory AlTnirs Monager, Novozymes Biotugicals, Inc.

4. Typed Nama: Dean Thome

B, Date:  March 23, 2012

33




TAEGRO® Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Baciflus subtilis var. amyloliquefaciens Strain FZB24* ............c.c.eeoo0 78.5%
OTHER INGREDIENT S .o et er e eeemre s ee et e e e e eesaaeee e s earaeee s e et e ae sttt msmteeesrese streas 20.1%
111 PSP 100.0%

*Contains a minimum of 2.0 x 10" Colony Forming Units (CFU)/gram.

KEEP QUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
{this statement will be inserted if the label is printed on more than one sheet]

Net weight: [Actual value to be inserted, generally 100 to 500 lbs,]
Novozymes Biologicals, Inc. ‘Compilies with
5400 Corporate Circle » Salem, VA 24133 EPA Acceptéd Labelin g

1-888-744-5662

Date: AR 27 200
EPA Reg. No, 70127-8

EPA Est. No. 70127-VA-001 Reviewer: 5@4’[/% R
Made in the U.S.A. - :

Batch code and Expiration Date: [Batch code and expiration date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING — Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting
NIOSH standards of at least N-85, R-95, or P-85 when handling this product. Repeated
exposure to high concentrations of microbial proteins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 1
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FIRST AlD

IF IN EYES:

Hold eye open and rinse siowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

Call a poison controf center or doctor for freatment advice.

IF ON SKiIN OR
CLOTHING:

Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison controf center or doctor for freatment advice.

IF INHALED:

Move person to fresh air.

if person is not breathing, call 811 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possibie.

Call a Poison Control Center or doctor immediately for treatment
advice.

iF
SWALLOWED:

Calt a Poison Control Center or doctor immediately for treatment

- advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control
center or doctor.

Do not give anything by mouth to an unconscious person.

©  HOT LINE NUMBER

oA

Have the product container or label with you when catlling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical

treatment information.

5

Page 2
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ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Poilutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority, For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

Itis a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reascnably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shali be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.

Page 3
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STORAGE AND DISPOSAL
Do not contaminate water, foed or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F

(35°C), and use within one year. Do not freeze. Close opened packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillahle container. Do not reuse or refili this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. if burned, stay out of smoke.

The cardboard box shouid be offered for recycling, where available, or disposed of in a

landfill.

[Note to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]

Page 4
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Exponent

Expgnei}.i@] 1150 Connecticnt Avenue, N'W

Suiee 1100
Washington, DC 20036

telephone 202-772-4g00
facsimile z02-772-4979
www.exponent.com

February 17, 2012

Dr. Sheryl Reilly, Branch Chief

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs, U.S. EPA (7504P)
Document Processing Desk

Room 8-490G0, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

RE: Submission of EPA Pesticide Registration Improvement Act Information
U.S. EPA FIFRA Service Fees

Dear Dr, Reilly:
On behalf of Novozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA
Company Number 70127}, Exponent is submitting a Pesticide Registration Improvement Act Fee

for the following amendment submission:

o Taegro Technical (EPA Reg. No. 70127-6), B680, $4,631, Pay.gov Tracking 1D
255P1QD3, and Agency Tracking i) 74282232229.

This submission is for a label amendment classified as B680, label amendment requiring data
submission, PRIA review time frame 4 months, and a fee of $4,631.

Should you have any questions regarding this submission, please contact me via telephone at
202~772-4945 or via email at mfeinberg@exponent.com.

Sincerely,

Matthew Feinberg
Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures

ce: Dean Thome, Novozymes Biologicals, Inc.
Carrie Daniels, Exponent, Inc.
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From: paygovadmin@mail.doc.twai.gov [mailto:paygovadmin@mail.doc.twai.gov]
Sent: Wednesday, February 15, 2012 8:51 AM

To: DNTM {Dean Thome)

Subject: Pay.Gov Payment Confirmation

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Transaction Summary

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 255P1QD3

Agency Tracking 1D: 74282232229
Transaction Type: Sale

Transaction Date: Feb 15, 2012 9:50:46 AM

Account Holder Name: Dean Thome
Transaction Amount: $4,631.00

Billing Address: 3935 Thatcher Avenue
City: Saskatoon

State/Province: Saskatchewan
Zip/Postal Code: 57R1A3

Country: CAN

Card Type: MasterCard

Card Number; *##**&kk¥¥x25994

Decision Number:

Registration Number: 70127-6

Company Name: Novozymes Biologicals Inc
Company Number: 70127

Action Code: B680



21-Day Screen of Amendment
(Completed by Contractor)

21-day Expires on_2 - 12

Document Part Of: T/ 7-G
MRID, If Any:___ #Z7%77

Content Screen: Recommended to

“ail

11-3 Review: Passed|Failed/NA
Overall Status :2 Pass/Fail

Document returned to:

SHery L Kelly
[
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PRIA 2 — 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: 2-29-12 Relense Date
Experts In-Processing Signature: ___s¥2 £~ Hanna.ners« Date_2.-2% ~/2 FeePaid: Yes__
Division management contacted on issues No Yes Date
EPA Reg. Number: 74172 7 - (, EPA Receipt Date: Z ~ 2 G - / Z
Items for Review Yes | No | N/A#
1 Application Form (EPA Form 8570-1)(Iink to form}) signed & complete
including package type X
Confidential Statement of Formula al] boxes completed, form signed, and “/(
5 dated (EPA Form 8570-4) (Link to form)
a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes no
including fragrances, approved for the proposed uses (see
Footnote A)
3 Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to

form) completed and signed (N/A if 100% repack)

Certificate and data matrix consistent

RN

If applicant is relying on data that are compensable, is the offer yes | ne

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the

technical)
Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (IN/A if 100% >{
repack)
5 yes | ne
a) Selective Method (Fee.category experts use) N/
s

b) Cite-All (Fee category experts use)

¢) Applicant owns all data {Fee eategory experts use)

5 Copies of Label (link to http://www.cepa.gov/oppfeadl/labeling/lrm/) !
6 | (Electronic labels on CD are encouraged and guidance is available)( link to ><
hitp://iwww.epa.gov/pesticides/regulating/registering/submissions/index.htm#labeis ‘

)
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

8 | htip://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.hfm)

9 Tf applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html) X
Required Data (link to
http://www.epa.gov/pesticides/regulating/data_requirements.him) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with application

10
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Comments:

Amemcl*me'ef\jr QEGLS‘S
PR M. 1-038 Yess

& et 2T

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below,

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web
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site [link to http://www.epa.gov/opprdQ01/inerts/lists.html] and if the inert is not
approved, to ebtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resuited in processing

delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertshranch@epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

http://www.epa.gov/oppbopd I/biopesticides/contacts bpnd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprdCQ01/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant 1s informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or '

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option s selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. I this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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S S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

F i WASHINGTON, D.C, 20460
(2

A
7 ¢
4L ppoyi®

February 29, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-461702

EPA File Symbol or Registration Number: 70127-6
Product Name: TAEGRO TECHNICAL

EPA Receipt Date: 21-Feb-2012

EPA Company Number: 70127

Company Name: NOVOZYMES BIOLOGICALS, INC.

MATTHEW FEINBERG

EXPONENT, INC.

NOVOZYMES BIOLOGICALS, INC.
1150 CONN., AVE,, N.-W., SUITE 1100
WASHINGTON, DC  20036-

SUBIECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B680
AMENDMENT;NON-FAST TRACK:MICROBIAL/BIOCHEMICAL;
No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8715.

Sincerely,
Front End Processing Staff
Information Technology & Resources Management Division
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Please read instructions on reverse before complating form.

Form Approved. OMB No. 2070-0060. Approval expires 05-31-98

United States

Environmental Protection Agency
Washington, [3C 20450

EPA

Dﬁegistraﬁon
»Amendment
[] other

OPP Identitier Numbar

Appiication for Pesticide - Section |

1. Company/Product Numbar
F0127-6

2. EPA Product Manager
Sheryl Reilly

3. Proposed Classification

4. Company/Product (Narms)
Novozymes Biologicals, Ine. / Tacgro Technical

PMé BPPD

None DRestricted

5. Name and Addrass of Applicant dnclude ZiP Cods)

6. Expedited Review. Inaccordance with FIFRA Section 3{c}{3){b)(), my
product is simlar or Identical In compositien and labsling to:

MNovozymes Biologicals, Inc. EFPA Reg. No.
5400 Corporate Circle
Salem, Virginia 24153 Product Name
I:] Check if this is a new address
Section il

e o?
Amendment - Explain below.
D Resubmission in response to Agency lefter dated

D Notification - Explain below.

D Final printed labels in response to Agency tetter daled XX-XX-XX

D “Me Too" Application
I:l Other - Explain balow.

Expianation: Use additional pagels) I necessary. (For section | and Saction 11}

Submission of an amendment to revise the Label for TaegroTechnical and to submit a new Storage Siability study.

Section il

1. Material This Product Witt Be Packaged In:
Child-Rasistant Packeging Unit Packaglng Water Solubla Packaging 2. Typa ot Container

Yes® Yes Yes Metal

No @ No No D Plastic
it Yes” _ It "Yes® No. per I:lelass
s Cartification must Unlt Packaging wgt.  Container Package wgt. Container Dpaper
be submitted . .
Qther {Specify) Plastic Bag

5. Lotation of Label Directions

3. Location ot Met Contents Information

4. Size{s) Retail Container

Dlluabet |:] Container (00 10 500 fbs. [X]on Label
[1on Labeling accompanying produet
6. Manner in Which Lebet is Affixed to Product [ uitrogragh DXlother Labelis giuedto plastic bag
DPaper gluad

DStenclled

Section IV

1. Contact Point {Compista items directly below for identification of individuaf to be contacled, if necessary, to process this appiication.}

Narme Title Telephone No. {Include Araa Code)
Carrie Daniels Authortzed Representative 202-772-4916
Certification 6. Dale Application
Recelved
{Stamped)

I cerityAhalthe statements { have made on this form and all attachments thereto are trug, accurate and complets, |
acknoylsdge {hat any knowingly tatse or misleading statement may be punishable by fine or Imprisonment or beth

under ppplicatie taw,

2. Signatur:
BY:

3. Title
Regulalory Attairs Mapnager, Novozymnes Biologicals. Inc.

4, Typed Name:

Dean Thome

5. Date:

Febriary 15, 2612
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Pages 49-50 - *Claimed confidential by submitter*
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0 164
e e i e ey

*"’;;"3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
k%‘ 1200 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Ad Nofiee:; The public reporfing burden for this coltecdon of informealion is eslimaled 1o average 1.25 hours per response fox registralion
wid 0,25 howrs per response for reregistration and special review activities, including lime for reading the instructions and completing Ihe necessary forms. Send
comments regarding burden estimate or any other aspec! of this colleclion of information, including suggestions for reducing the burden to: Director, Colleclion
Stralegies Division (2822T), U.5. Environmental Prolection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed fonn

Ia this address.

Certification with Respect to Citation of Data

Applicant'siRegistrant's Name, Address, and Telephone Number EPA, Regqisiration NumterFila Symbot
Novozymes Blologlcals, tnc. 5400 Corporale Circle, Salem, VA, 306-657-8238 70127-6

Active Inaredienl(s) andfor represenlative lesl compoundfst Date

Bacillus sutilllis var.amyloliquefaciens Slrain F2B24 0212012

General Use Patternfs) {llsl 2l lhase clatrmed for thls product using 46 CFR Part 158) Product Mamea

Terresitisl fond vee and non-food use Taegro Technical

" NOTE: If your product is a 100% repackaging of anciher purchased EPA-reglslered producl labefed for all the same uses on yaur label, you do nol need o
subamil his form. You musl submil the Formulalor's Exemption Statement (EPA Form 8570-27).

lam responding 1o a Data-Cai-In Notice, and have included with this form a lisl of companlas senl offers of compensation (lhe Dala Matrix form should
EI be used for this purpose).

SECTION I: METHOD QF DATA SUPPORT {Check one method only}

1 am using the cite-all method of support, and have ncluded with this form 3 | am using the selective method of support (or cile-all option
D a lizl of companies senl offers of compensation (the Data Malix fom under the selective method), and have included wilh this form a
should be used for this purpose). compieted fisl of data requiremenis {the Diala Matix form musi be
used).

SECTION [I: GENERAL OFFER TO PAY

|FRequired if using the cile-all melhod of whan using {he cile-all oplion under the selactive method (o salisfy ons or more data requirements]

D | hereby offer and agree 1o pay compensation, 10 olher persons, with regard (o the approval of this application, to the extent required by FIFRA.

I SECTION [I[: CERTIFICATION

[ cactiy that this application for registralion, this fopm for reregistration, or this Dala-Caf-In response is supporied by all data submitted or ciled in the
application for registration, he form for reregistration, or lha Data-Call-In response. [n addition, i the cile-all oplion o7 cile-all aption undar the seleclive method is
indicated In Secton L, this applicafion is supporied by all data in lhe Agency's files thal (1) cencem the properties or effects ol this producl or an identical or
substantially similar product, of one or mora of the ingredients [n this product; and (2) i5 a type of dala thal would be required [o be submitted under lhe dala
requiremsnts in affect on the dale of approval of this application if the appécation sought the initial registration of a product of identical or similar composilion and

uses .

L cedlify thal for each exciusive use study cited in support of this regislration or reregistration, thal [ am the original dala submitter or Ihal [have otilainad
the written permission of the original dala sutiumitter [o cife thal sludy,

L certify that for each study ciled in support of this reglstralion or reregisiration thal is nol an exciusive use study, eilher: (2} t am the original data
gubmiller; (b) | have obiained the permisslon of the original dala submitiar lo use lhe sludy in support of this apglication; (c) all periods of eligibility for
compensation have expired for the study, {d) Lhe study is in the public lilerature; or (e} { have notified in writing the company thal sutimilied the sludy and have
offered (I} fo pay compensation 1o the extenl required by sections 2{c) 1){F) andfor 3{c}(2}(B} of FIFRA; and (i) io commence negotiations lo delermine the
amaunf and lerms of compensation, ifany, [0 be paid for lhe use of lhe siudy.

[ certify that in all instances where an offer of corpensallon is required, copies of all offers Lo pay compensation and evidence of their defvary in

accordance with sections 3(c 1)(F) andfor 3{c)(2XB) of FIFRA are avallable and will be sutmitled to the Agency upon request. Should | fail [0 produce such
evidence o lhe Agency upon requesl. | understand thal Lhe Agency may Initiale action o deny, cancel or suspend Lhe registration of my product in conformity with

FIFRA.

il lce that the staternants t have mada on this form and all attachments 1o It are true, accurals, and complete. | acknowledge that any
knowlngly fafse oy misleading staterment may be punighable by fine or Imprisonment or both under appilcabla law.

: {

Signalure Dale Typed or Printed Nare and Titie
o2fi7r2012 Dean Thome, Regulalory Affairs Manager

EPA Form 8570-34 {12:2003} Etecironlc and Pager versions available. Submil onfy Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Foren Approved OME Ne, 20010050

Papcrwork Reduction Act Notice: The public reponing burden for this colleciion of information is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per tesponse
for reregisivation and special review activilics, including 1ime for reading the inswwction and completing the necessary forms. Scnd cormmenis regarding the burden estimate or any other aspect of this
collection of informalion, including suggestions for reducing the bucden 1o Diregior: OPPE Information Management Diviston (2137} U.5. Environmental Protection Agency, 401 M Sizeet, S.W.,

Washingion, DC 20450.

Do not send ibe form to this addiess,

DATA MATRIX
Dalg; February {7, 2012 EPA Reg NoJ/File Symbol 70127-6 Page | of 4
Applicant’s/Registrant’s Name & Address Product
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Tacgro Technical
Ingredient Baciffus subtifis vur.amviofignefaciens Sirain FZB24
Guidglinc Reference Guideline Study Name MRID Number Submitter Status | Note
MNumber
330.6317 Final Storage Stabiliey Suudy for Taegro Technical (70127-6) New Submission | Novozymes Biolopicals, Inc. OWN
883.1100, 885.1500, | Product Identification and Disclosure of Ingredients Baeillus subtilis var, 44758101 Novozymes Biologicals, inc. OWN
amyloliguefaciens Strain FZB24: TAE-022 Technical, TAE-WDG.
885.1 100, 885.1200 | Description of Beginning and Manufacturing Process Bacillus sublilis var. | 44758102 Novozymes Biologicals, Inc. OWN
amyloliquefaciens Strain FZB24: TAE-022 Technical, TAE-WDG
885.1100, 885.1200 | Amended Description of Beginning Malerials and Manufacturing Process | 48311901 Novozymes Biologicals, Inc. OWHN
for Taegro Technical {70127-6}
885.1300 Discussion of the Formation of Impurities Bacillus subtilis var. 44758103 Novozymes Biologicals, Inc. OWN
amyloliquefaciens Strain FZB24; TAE-022 Technical, TAE-WDG
885.1400 Lot Analysis of Bacillus subtilis var. amyloliquefaciens Strain FZB24: 44758104 Novozymes Biologicals, Inc. OWN
TAE022 Technical, TAE-WD(: Lab Project Number: LOB743 SN23
8851400 5 Barch Analysis lor Taegro Technical (70127-6) 43309801 Novozymes Biologicals, lnc. OWN
885.1500 Certification of Ingredient Limits: TAE-Q22 Technical, TAE-WDG 44758105 Novozymes Biologicals, lac. OWN
885.1100, 885.1200, | Responses 1o Question Raised Regarding MRID Numbers 44758102, 44576001 Novozymes Biologicals, Inc. OWN
885.1300, 885.1400, | 44758103, 44758104, and 44758105 TAE-022 Technical and WDG
§85.1500 Bactllus subtilis var, amyloliquefacicns Strain FZB24
830.6302, 830.6303, ; Determination of the Color. Physical State, Odor, pH, and Density of 44758106 Novozymes Biologicals, Inc, OWN
830.6304, 830.7300, | Bacillus subtilis var. amyloliquefaciens: TAE-022 Technical, TAE-WDG:
830.7000 /Iab Project Number: 435C-101
830.6317 { nterim Storage Stahility Swdy for Taegro Technical (70127-6} 48311502 Novozymes Biologicals, lnc. OWN
Signature Eﬁ/ Name and Tilde Dale
FAN Dean Thome. Regulaiory Alfairs Menager | Q702012

ERA Form SA70-35 [9-97) Bkectromic 2 Plper Vyrsinns Avatlable, Subell anly #aper wisan,

Agtacy aternel Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S,W.
WASHINGTON, D.C. 20460

Farm Agppraved OME No, 2700060

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated (o aveiage 0,25 hours per response for registration activities and 0.25 hours per response
for reregistration and special review nctivities. including 1ime for readiag the insinsction and completing the neeessary forms, Send comsments regarding the bueden estimale of any cther aspect of this

collection of information, including suggestions for reducing the burden Lo Direcior: OPPE Information Management Division (2137} 11,5, Environmenial Protection Agency, 401 M Streel, S.W..
Washingion, DC 20460. Do not send the form 1o 1his address.

DATA MATRIX

Dale: February L7, 2012 EPA Reg No./Fiie Symbol 70127-6 Page 2 of 4
Applicant’s/Regisirant’s Name & Address Product
Novozymes Biologicals, Inc,, 5400 Corporatc Circle, Salem VA 24153 Taegra Technical
Ingredient  Bacifhu subtilis var.amloliuefusciens Strain FZ824
Guideline Rafasence Guideline Siudy Name MRID Number Submiuer Sraus 1 Mot
Number
885.1100, 885.1200. | Response to Questions Raised Regarding MRID Numbers 4475102 and 44986501 Novozymes Biologicals, Inc. OWN
8851400 4475104 TAE-022 Technical and WDG Bacillus sublilis var.

amyloliquefaciens Strain FZB24,
830.6302, 830.6303, | Determination of the Color, Physica} Siate, Odor, pH, and Density of 44758107 Novozymes Biologicals, lnc. OWN
830.6304. §30.7300, | Bacillus subtilis var. amyloliquefaciens End-Use Prodiet; TAE-022
230.7000 Technical, TAE-WDG: Lab Proiect Number; 495C-103.
885.3050 Toxicity/Pathogenicity Testing of Bacillus subtilis var. amyloliquifaciens, 44758108 Novozymes Biologicals, nc. OWN
(870.1100; Strain FZB24, Following Acute Oral Challenge in Rats: TAE-022

Technical. TAE-WDG: Lab Project Number; L8743 SN2
825.3050 Acute Toxicity/Limit Testing of Bacillus subtilis var. amyloliquefaciens, 44758109 Novozymes Biologicals, Tnc. OWN
(870.1100) Strain FZB24, WDG End Use Product, Following Acute Oral Challenge in

Rats: TAE-022 Technical, TAE-WDG: Lab Project Number: LGB743 SNS.
385.3100 Acuie Dermal Toxicity/Pathology Study of Bacillus subtifis var, 44758110 Novozymes Biologicals, inc. OWHN
(870.1200) amyloliquifacicns, Strain FZB24, in Rabbits; TAE-022 Technical, TAE-

WDG: Lab Project Number: LO8743 SN3
8853100 Acute Dermal Toxicity/Pathology Study of Bacillus subtilis var. 44758111 Novozymes Biologicals, Inc, OWN
(870.1200) amyloliguifaciens. Sirain FZB24, WDG Ead Use Product in Rabbits: TAE-

022 Technical, FAE-WDG: Eab Projeci Number: LO8743 SNIQ
885.3150 Toxicity/Pathogenicity Tesiing of Bacillus subtilis var. amyloliquifaciens, | 44758112 Novozymes Biologicals, Inc. OWN
(R70.1300; ain FZB24, Acule Intratracheal Challenge in Rats: TAE-022 Technical,

F&-WDG: Lab Brgiect Number: LO8743 SN3.
Signalure &\lp %\L/ Namc ané Title Date

f70 kAN Dean Thome, Regulziory Affaics Manager 02/17/2012

1-1°A Lurm B570-35 1V-97) Lk amsic am Papdt Versions Avaikble, Subetiy anly Laper roesion,

Aptacy Laternal Use Copy
Form Approved OME No. 20766064



EPA Fayran 857038 [9497) Hlecimnk: and Papur Versings Availobls, Subsit snlp Papes wasion, Aprrcy Inlernad Use Copy
Form Approved OMEB No. 2070.D040

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Rednction Act Notice: The public reporting burden for this collection of information is estimated 10 average 0.25 hours per responsz for registration activities and 0.25 hours per response

lor reregisiration and special review activities, including time for reading the instruciion and completing Ihe necessary forms. Send comments regarding the burden estimate or any other aspect of this
collcerion of infornmation, including suggsstions for reducing the burden 10 Direclor: OPEE Information Managemeni Division (2137) U.S. Environmenial Froleciion Agency, 401 M Sireel, 5.W.,
Washingion, DC 20460. Do not send the form 10 1his address.

e

DATA MATRIX

Dae: February 17, 2012 EPA Reg No/File Symbol 70127-6 Page 304
Applicant's/Registrant's Narme & Address Product
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salein VA 24153 Tacgro Technical
Ingrediem  Baciltor rubiilis var.amvivdigvefuciens Sirain FZB24
Gurdeline Reference Guideline Study Name MRID Number Submiter Status | Nole
Mumber
385.3200 Toxicity/Pathogenicity Testing of Bacillus subtilis var. amyloliquifaciens. 44758113 MNovozymes Biologicals, lnc. OWN

Strain FZB24, Following Acute Inravenous Challenge in Rats: TAE-022

Technical, TAE-WDG: Lab Project Numbes: L0743 SN4.
870.2400 Primary Eve Ircilation Study of Bacillus subtilis var. amyloliquifaciens, 44758114 Novozymes Biologicals, Inc. OWN

Strain FZB24, in Rabbits: TAE-022 Technical, TAE-WDG: Lab Project

MNumber: LOS743 SNg
§70.2400 Primary Eye [mitation Study of Bacillus subtilis var. amyloliquifaciens. 44758115 Novozymes Biclogicals, Inc. OWN

Strain FZB24, WDG End Use Product in Rabbits: TAE-022 Technical,

TAE-WDG: Lab Project Number: LO8743 SN11.
885.3400 Hypersensitivity Incidents Report Bacillus subtilis var. amyloliquifaciens 44758116 tNovozymes Biologicals, Inc. OWN

Strain FZB24: TAE-022 Technical, TAE-WDG.
885.3400 Scnsitivity of Detection of Bacillus subtilis var. amyloliquifaciens, Strain 44758120 Novozyimes Biologicals, Inc.

FZB24, for Toxicity/Pathogenicity Testing in Rats: TAE-022 Technical,

TAE-WDG: Lab Project Number: LOS743SNI.
870.2600 Dermal Seasitization Study of Bacillus subtilis var, amyloliquifacicns, 44758117 Novozymes Biologicals, Inc, OWN

Strain FZB24 in Guinea Pigs Using the Buehler Method: TAE-022

Technical. TAE-WDG: Lab Project Number: L8743 SN7
NA Potential Health Effects of Bacillus subtilis var, amyloliquifaciens Strain 44758118 Novozymes Biologicals, Inc. OWN

- (\\FZB% A Review gf Literature: TAE-022 Technical, TAE-WDG.
Signature Name and Title Date
Dean Thome, Regulatory Affairs Manager 0241772012

12°]
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Form Approved OME No. 28700060 §

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlee: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aetivities and 0.25 hours per response
for reregisiration and speeial review activities, including time for reading the instruction and completing the necessary Forms. Scnd comments regarding the burden estimate or any other aspect of 1his

colleetion of information, including suggestions for reducing the burden 1o Direclor: OPPE Information Management Division (2137) U.S. Environmental Pratection Agency. 401 M Street, S.W..
Washingion, DC 20460, Do not send the form 10 1his address.

DATA MATRIX
Date: February 17, 2012 EPA Reg NoJ/File Symbal 70127-6 Page 4 of 4
Agpplicant’s/Regisiram’s Nume & Address Produc
Novozymes Biologicals, Inc., 5400 Corporale Circle, Salem VA 24153 Taegre Technical
| _Inmrediem  Bucillu subilis parumylidiquefaciens Srrain FIB24
Gudeline Referenca Guideline Study Name MRIE Nuinber Submitier Siaws | Note
Numbcer
883.5200 Growth Paramelers of Bacillus sublilis var, amyloliquifaciens, Sirain 44758119 Novozymes Biologicals, Inc. OWN

FZB24, a1 Various Temperawres: TAE-022 Technical, TAE-WDG: Lab
Project Number: 108743 SN25

885.4050 Bacillus subtilis var. amyloliquifaciens: An Avian Oral Pathogenieily and | 4475812] Novozymes Biologicals, Inc. OWN
Toxicity Siudy in the Northem Bobwhile: TAE-022 Technical, TAE-
WDG: Lab Projecl Number: 495-101,

883.4200 Bacillus subtilis var. amyloliquifaciens: A Five-Concentration Toxicity and | 44758123 Novozymes Biologicals, Inc. OWN
Pathogenicity Tesl wilh the Rainbow Troul (Oncorhynchus mykiss): TAE-
022 Technical. TAE-WDG: Final Report: Lab Project Number: 495A-102.
385.4240 Bacillus subtilis var, amyloliquifaciens: A 21-Day Life-Cycle Toxicily and | 44758122 Movozymes Biologicals, Ine. OWN
Pathogenicily Test wilh the Cladoceran (Daphnia magna). TAE-022
Technical. TAE-WDG: Final Repori: Lab Project Number: 495A-101.

885.4300 Algae Growlh Inhibition Test--Tesl Article Bacillus sublilis Strain FZB24: | 44758127 Novozymes Biologicals, Inc. OWN
TAE-)22 Technical. TAE-WDG: Lab Project Number. 83-00-0551-00-93
383.4380 Evaluation of the Dietary Effecl(s) of Bacillus subtilis var, 44758124 Novozymes Biologicals, Inc. OWN

amyloliquifaciens on Honey Bee Lacvac (Apis mellifera L.): TAE-022
Technical, TAE-WDG: Lab Project Number. CAR 167.98,

885.4380 Evaluation of lhe Diclary Effeci{s) of Bacillus sublilis var. 44758125 Novozymes Biologicals, Inc. OWN
smyloliguifaciens on Adult Honey Bees (Apis mellifera L.): TAE-022
Technical, TAE-WDG: Lab Project Number: CAR 169-98,

NA Bagillus subtilis var. amyloliguifaciens Strain FZB 24: An Acule Toxicily [ 44758126 Novozymes Biologicals, 1nc. OWN

Study with llie Earthworm in an Artificial Soil Subsirale: TAE-022

(\ Technica), TAR-WDG: Lab Project Number: 495-102,

Signature LS Name and Ttile Date

Dean Thome, Regulniory Affairs Manager Q1712012

TIA Tom R571-35 9971 Blociranie and Maper Vossons Avafablc. Subail waly i swpwm Agercy Inlernal Use Copy
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Form Approved OMB No, 2070.0860

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
e

W 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporiing burden for this collection of information ts estimaled 1o average .25 hows per response for registration activities and 0.25 hours per response
for reregisiration and special seview aetivilies, including time for reading the instruction and completing the necessary forms. Send comments segarding the burden estimate or any other aspact of this

collection of information. ineluding suggestions for reducing the burden 1o Director: OPPE nformalion Management Division (2137) U.S. Environmental Protection Agency, 401 M Sreet. S.W..
Washinglon, DC 20460, Do not send the form 1o this address.

DATA MATRIX
Date: Fobruary (7. 3012 EPA Rep NoJ/File Symbol 70127-6 Page | of 4
Applicant’s/Registrant’s Name & Address Product
Novozymes Biotogicals. Inc., 5400 Corporate Civcle, Salem VA 24153 Taegro Technical
ingredient  Baciflus aabiilis var.awivluliguefacienr Sivain FZB24
Cuideline Reference CGuideline Study Nane MRID Number Subminer Status | Nate
Number
Novozymes Biologicals, lnc. OWN
Novozymes Biclogicals, lnc. OWN
Novozymes Biclogicals, Inc. OWN
Novozymes Biclogicals, inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc, OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc, OWN
Novozymes Biclogicals, Inc. OWN
T P TV IIIRLRITOT - o vozymes Biologicals, Inc. OWN
Signature ‘ . v () Name and Title Date
i ¢ 5 “iIVe Dean Thome, Regulatory Affairs Manager 4271742012
LEPA Eurm R570-38 DG Bkgrrons and Papet Wissions Aviilable, Subin¥ oply apes wsine. Agency Inlerngt Use Copy
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Furm Appraved OME Nia, ZIF0. 0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activities and 0.25 hours per response
for reregistrarion and special revicw activities, inclyding time for reading the instryction and completing the necessary foems. Send comments regarding the burden estimaie or any other aspect of this
collection of informattion, iucluding suggestions for reducing the burden 10 Director: OPPE Information Management Division (2137) U.S, Environmental Proweclion Agency, 401 M Stres, 5.W.,

Washinzton, DC 20460. Do not send the form 10 this address.

DATA MATRIX
Date: February 17, 2012 EPA Reg No./File Symbol 70127-6 Page 20fd
Applicant’s/Regisirant’s Nante & Address Product
Novozymes Biologicals. Ine., 3400 Corporale Circle, Salem VA 24153 Taegro Technical
Ingredient  Baciltus subrilis var.amvitdignefuciens Struin FZB24
Guideline Reference Guideline Swdy Mame MRID Number Submiticr Status Note
S Novozymes Biclogicals, lnc. OWN
§ Novozymes Biclogicals, 1nc. OWN
Novozymes Biclogicals, Inc. OWN
| Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc, OWN
Novozymes Biologicals, [rc, OWN
Novozymes Biologicals, Inc. OWN
Signature *‘,’ ﬂ., S Nawe and Fitle Daze
Y X T\ Dean Thome. Regulatory Affais Manager 021772012

P Lurm #590275 10051 ecinnie and Faqeer Vershe Asailabks  Submil unty Paper versinm.

Agency Tnlernal Use Copy
Form Approved OMB Na. 2470-0660
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EI'A Fonn K570-35 15-97) Bleonnnse and Paper Yessioas Availably, Submit only Paper wrsion. Agency Insemal Use Copy
Form Approved ORB No. 2078-0063

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

A 401 M Street, S.W.
WASHINGTON, D.C. 20460

Papcrwork Reduetion Act Notice: The public rcporting burden for this collection of information is estimaled Lo average 0.25 hours per response for tegislration activities and 0.25 hours per tesponse
for reregistration and special review aclivities. including time for reading Lhe instruction and completing the necessary fornts. Stnd cominents regarding the burden estimatc or any other aspect af this

collection of informalion, including sugsestions for reducing the burden 10 Rircclor: OPPE Informalion Management Division (2137) U.S. Environmental Prodection Agency, 401 M Sireet, S.W.,
Washinelon, DC 20460. Do not send Ihie form 1o this address.

DATA MATRIX
Dales February 17, 2012 EPA Reg NoJFile Symbol 70127-6 Page 3 of 4
Applicant's/Begistrantl's Name & Address Product
Novozymes Biclogicals, Inc., 5400 Corporate Ciicle, Salem VA 24153 Taegre Technical
Ingredient Bacitfus sabiitls var.amvinficuelacien Stroju FZB24
Guideline Reference Gaideline Siudy Name MRID Number Submitier Status | Notwe
Numnber
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc.
Novozymes Biologicals, Inc. OWN
Novozyenes Biologicals, Inc, OWN
Signature Name and Tlthe Date
Dean Thome, Regulatory Affairs Manager 02/17/2012
1A Iy B370 35 0997 Lheetnnne and Paper Vicsiung Araliabie. Submi only Paper vessinn.

Agency tmierral Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

e 401 M Street, S.W.
WASHINGTON, D.C. 206460

£

Foty Appraved OME No. 20°H-8060

Washington, DC 20460. Do nol send the form 10 1his address.

Papcrwnrk Reduction Act Notice: The public reporting burden for this collection of information is estimated 10 average 0.25 hours per response for registration activities and 0,25 kours per response
for rercgistration and special review activities, including time for reading the instruction and conipleting the necessary forms. Send comments regarding the burden estimale or any other aspeet of 1his
collection of infossnation, including suggestions for reducing the burden 1o Director: OPPE Information Management Division (2137) U.S, Environmental Protection Agency, 401 M Swreer, S.W.,

DATA MATRIX
Dae: February 17, 2012 EPA Rey NoJfFile Symbol 70127-6 Page dofd
Applicanr's/Regisiramt's Name & Address Product
Novozymes Biologicals, Inc., 5400 Corporate Circle, Saiem VA 24153 Taegro Teehnical
Inzgedient Bacilhes subtifis varanyinfiyuefuciens Steain FZB24
Gulideling Reference Guideline Study Name MRID Number Submiter Status | Note
Number
§ Novozymes Biologicals, Inc. OWN
4 Novozymes Biologicals, Inc. OWN
Novozymes Biclogicals, Inc. OWN
B Novozymes Biolagiedls, Inc. owN | |
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
8 Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Iac. OWN
e T R T T . o
/ n, ) m Dean Thome. Regulaiory Affairs Manager 0241712012
LA Frm 88 % 181997 | Bhevtranic ard Pape™¥eesking Availabie. Submsit pnly Papes ression, ’ o o o Ageacy (nernal Eise Copy



Material to be added to an e-Jacket/Jacket

Reg. No. 70127-6
1. O Placement within the e-Jacket/jacket:
O Default: (chronological, top/newest)

0 Description: (PDF page number, i.e., “before page
457)

2. [ Send to Data Extraction contractors this material:
[ Newly stamped accepted label

] Notification — Accepted — to add minor
change

O New CSF

O Other:

3. Attach this coversheet to the top of the material or jacket. It
must be well organized and clipped together, NOT STAPLED.
Then give the material with this coversheet to staff in the
Information Services Center (Room $-4900).

Reviewer’s Name: Mary Paden
Phone: (703) 308-0411 Division: BPPD
Date: 09/16/2011

Created January 26, 2009
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Print Letter

= Enter Wore Information

Tracking

[18-May-20T1

8-Mav-2011

ViewrEdit |
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EX & Exponent .
p@ﬁ@ﬁ‘é ll?ﬂ Connecticut Avenue, NW
Suite 1160

Washington, 2C 20036

telephone 202-772~4900
facsimile 202-772-2970
WRW.eXPOnent. com

May 6, 2011

Dr. Sheryl Reilly, Branch Chief
Microbial Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs, U.S. EPA (7504P)
Document Processing Desk
Room S-4900, One Potomac Yard
2777 South Crystal Drive
. Arlington, VA 22202

RE: Notification per PR Notice 98-18 for Taegro Technical (EPA Registration No.
70127-6)

Dear Dr. Reilly:

On behalf of Novozymes Biclogicals, Inc. {5400 Corporate Circle, Salem, Virginia 24153, EPA
Company Number 70127), Exponent is submitting a notification of per PR Notice 98-10 for the
registered product Taegro Technical (EPA Registration No. 70127-6), containing the active
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The following iteins are
enclosed in support of this notification:

o Transmittal Document;
Application for Registration (EPA Form 8570-1), and

-]
» MSDS for [

A copy of the MSDS for this ingredient is included for your reference. This ingredient is

comprised completely of the ||| GcGNNEEE
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Dr. Sheryl Reilly
May 6, 2011
Page 2

We have not submitted a new confidential statement of formula or a label for this notification,
because no changes have been made to the confidential statement of formula on file with EPA or
the label previously approved by EPA.

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40
CFR 152.46, and no other changes have been made to the labeling or the confidential statement
of formula of this product. Tunderstand that it is a violation of 18 U.S.C. Sec. 1001 to willfully
make any false statement to EPA. 1 further understand that if this notification is not consistent
with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of
FIFRA and I mmay be subject to enforcement action and penalties under sections 12 and 14 of
FIFRA.

Should you have any questions regarding this submission, please contact me via telephone at
202-772-4916 or via email at cdaniels@exponent.com.

Sincerely,

- AN
L‘,u._,x....f’ -

Carrie Daniels
Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures

cer Dean Thome, Novozymes Biologicals, Inc.



Please read instructions on reverse bofore completing form,

Form Approved. OMB No, 2070-0060. Approval expires 05-31-98

Untted States D_Registration OPP Identitier Number
E P A Environmental Protection Agency I:LArnend ment
Washinglon, DC 20460 Other

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager 3. Proposed Classification

70127-6 Sheryt Reitly
. Company/Product {Nama} &
Novozymes Biotogicats, tne. / Taegro Technicat PM# BPPD None DR”MC‘“"

5, Name and Address of Applicant {includs ZIP Coda)

6. Expadited Review. In gccordance with FIFRA Section 3{e}3)(b){i), my
product is similar or identicat in composition and iabettng to:

Novozymes Biotogicats, Inc. EPA Reg. No.
5400 Corparate Circte,
Satem, Virginia 24153 Product Name
E] Chack il 1his is a new address
Section il

D Ameandment -~ Exptain betow.
D Resubmissior In response to Agency tetter dated
E Notitication - Explain betow.

D Final printed tabels in response to Agency letter dated X0(-XX-XX

L] me Toor Applmt'ONotfﬁcatlo Accepted

Othar - Explain below.

Exptanation: Use additfonal page(s} if necessary. {For sectiont and Section tl.}
Submission of a notification per PR Notice 98- 10 Taegro’ ™ Technicat (EPA Reg. No. 70127-6).

Section Hi

1. Materiat This Product Wik Be Packaged [n:
Child-Resistant Packaging Unit Packaging Water Solubte Packaging 2. Type of Container

Yas* Yes Yes Metet

< no No D] wo Plastic
If “Yes" No. per If “Yes" No. per DG[&SS
seartification must Unit Packagtng wgt. Container Package wgt, Container DP
be submitted I
Othar (Specify) Plastic Bag

3. Location ot Nel Contents tntormaticn
Labet Container

4, Stze{s) Retait Contatner
§.30z., or 13.20z., or thh. 10.50z,

5, Location of Label Directions
B0n Label
[lon Labeting accompanying product

6. Manner in Which Label is Aflixed to Produgt [_Juithograph DXotner  Labet glued on plastic bag.
DPaper giued
tenciled
Section IV

1. Conlact Paint {Complete fflams directly below for identification of individual to be contacled, if necessary, lo provess this appiication.)

Name Title Tetephone No. {Include Area Code)
Carrie Daniels Authorized Representative 202-772-4916
Certification 6. Dae 4 pplication

i certify that the staterents | have made on this form and all attachments thereto are true, accurate and complete. Tacetved
acknoMe e that any knowingly false or misteading statement may be punishabls by fine or imprisonment or both {Stamped}
under agpitcable law.

2. Slgnalur 3. Title

}; Lgf\f?ﬂ\n/ Regutatory Affairs Manager, Novozymes Bictogicals, wnc.
4. Typed Nams:  Dean Thome 5. Dale:  May6, 2011
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Carrie Daniels
Authorized Representative of
Novozymes Biologicals, Inc.
Exponent
1150 Connecticut Avenue, NW, Suite 1100
Washington, DC 20036

Notification under Pesticides Registration Notice (PRN) 98-10 dated above. A preliminary screen

of this request has been conducted for its applicability under PRN 98-10 and it has been determined
that the action(s) requested falls within the scope of PRN 98-10. Our records have been duly noted,
and the label submitted with this application has been stamped as “Notification Accepted” and will

RE:

UN¥

' STATES ENVIRONMENTAL PROTECTY

Washington, D.C. 20460

EPA Reg. No: 70127-6

Notification Dated: May 6, 2011 to ||| | | GG
m— N PRN 98-10.

Dear Ms Daniels:

Product Name: Taegro Technical

AGENCY

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTICN

The Biopesticides and Pollution Prevention Division is in receipt of your application for

be placed accordingly in our records.

Questions concerning this action should be directed to Mary Paden (703) 308-0411 or
email at paden.marv(@epa.gov.

Sincerely,

Showt X Beilty

Sheryl K. Reilly, Ph.D., Chief
Microbial Pesticides Branch
Biopesticides and Pollution Prevention

LJuawieal) [enuapiuod 0] pajua aq Aew uonewlojul ssasold Buunioejnuen,

Division (7511P)
SEP 02 2011
CONCURRENCES
SYMBOL B 7 /, 1/9)
e b /; S e I e
oae Pl 2 sepi
EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFI@A}L FILE COPY

o |15, Government Prindng Offce: 2005

206858 (wae)



Pages 66-70 -*Product ingredient source information may be entitled to confidential treatment*

Page 1 of 5

66



*Inert ingredieht information may be entitled to confidential treatment*

Re: FW: Inert ingredient - Novozymes (70127-8)
Johin Kough to: Carrie Daniels 06/02/2011 09:02 AM
_ Cc Sherﬂ Reilly, Mary Paden

| have spoken with Sheryl Reilly and your action seems to fall under the notification criteria as a minor

amendment for the manufacturing process of Taegro {EPA reg. no. 70127-8) where you ar.
F understand form the email chain that

Thanks for your help and have a good Labor Day if | don't hear from you before then.

John Kough
703-308-8267
"Carrie Daniels" Hi John, ' 09/01/2011 03:56:27 PM
From: "Carrie Daniels" <cdanigls@exponent.com>
To: John Kough/DCAUSEPA/US@ERA
Date: 09/01/2011 03:56 PM
Subject: FW: Inert ingredient - Novozymes (70127-6)
Hi John,

Thank you again for your time today to discuss the inert ingredien i | | | | I D

B i Novozyme's Taegro product (EPA Registration number 70127-6}.

Per our discussion, | am forwarding the email that | sent to PV with supporting information for the inert
ingredient and | have attached an email from Sandra Rock in the inerts group with approval for this
product under 40 CFR Part 180.960 (I have also forwarded that approval email to Mary Paden}.

Should you need additional information in your discussions with Sheryl Reilly and Mary Paden regarding
our notification request, please do not hesitate to contact me via email or telephone,

Sincerely,
Carrie

Senior Managing Regulatery Consultant
Exponent, Inc,

Tel. 202.772.4516
cdaniels@exponent.com

From: Carrie Daniels
Sent: Thursday, September 01, 2011 11:00 AM

To: Pv Shah


smcbride
New Stamp


*Inert ingredient information may be entitled to confidential treatment*

Cc: Paden.Mary@epamail.epa.gov; Reilly.Sheryi@epamail.epa.gov
Subject: Inert ingredient

Bear PV,

I am following up on our conversation last week (8/23) regarding the inert ingredient ||| ]I

which consists of [
As we discussed, this CAS number is exempt from tolerance under ||| NG

| have attached the M5DS, and two emails from [l the suppflier of this material, which

indicate tha

Can you please confirm that based on the attached information the inert ingredient of interest
is acceptable for use in a food use pesticide?

Thank you again for your time and assistance with this question.

Sincerely,
Carrie Dantels

Senior Managing Regulatory Consultant
Exponent, inc.

Tel. 202.772.49156
cdaniels@exponent.com

--—- Message from ||| G o Tue. 3 May 2011 12:20:48 -0700 ~----

T "Carrie Daniels”
o: )
<cdaniels(@exponent.com>

Subject . IS

Carrie,

This is to confirm thot [

Best regards,

72
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Pages 73-77 — * Product ingredient source information may be entitled to confidential treatment*
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if applicable, check all that aré attached

<] new stamped accepteaq iabel % __
| | 3
inew CSF = |
e L © |
notification %
Instructions:

Attach this sheet to the top of ALL material sent to the file room (both loose paper and
new material in jackets). This sheet will be imaged; a clear description will aid in
finding material in the e-jacket. Remove staples from all material. [If retuming loose
paper then hold together with a binder or paper clip. CSFs should be placed in the
CSF folder {if returning jacket) or covered with a red CBI sheet (if returning locse
paper). Material to be returned to fite room should be placed in the appropriate bin.

Reviewer's M _
Name: Z‘M Date: 5./3 }“

Phone: 70% %0% €677 Division: BVF_D
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TAEGRO® Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacillus subtifis var. amyloliquefaciens Strain FZB24* ............ccco...... 78.8%
OTHER INGREDIENT S ..ottt s s e e e et a st s st e e e e ennenenas 20.1%
TORI e e ettt e e e e e e e e e s e e et et saaea e e st eaeaneann 100.0%

*Contains a minimum of 2.0 x 10" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
[this staternent will be inserted if the label is printed on more than one sheet]

Net weight: [Actual value fo be inserted, generally 100 to 500 Ibs.]

Novozymes Biologicals, Inc. | ACCE PTED

5400 Corporate Circle » Salem, VA 24153

1-888-744-5662 APR 2 6 2011

Inder the Federal I Icide, Fungicide,
EPA Reg. No. 70127-6 and Rodentidide Act, as amended, for
EPA Est. No. 70127-VA-001 the pesticide registered under

Made in the U.S.A. Hll1-6

Batch code and Expiration Date: [Batch code and expiration date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING — Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over shori-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting
NIOSH standards of at least N-85, R-95, or P-95 when handling this product. Repeated
exposure to high concentrations of microbial proteins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 1
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FIRST AID

IF IN EYES: o Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing evye.

e Call a poison control center or doctor for treatment advice.

IF ON SKIN OR + Take off contaminated clothing.

CLOTHING: + Rinse skin immediately with plenty of water for 15-20 minutes.
* Call a poison control center or doctor for treatment advice.
IF INHALED: * Move person to fresh air.

« If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
e Call a Poison Control Center or doctor immediately for treatment

advice.
IF ¢ (Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

o Have person sip a glass of water if able to swallow,

e Do not induce vomiting unless told to do so by the poison control
center or doctor.

o Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.

Page 2
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7. Revising text in the Agricuitural Use Requirement box of the Taegro label.

For both products the new basic CSFs dated April 19, 2011 supersede all of the previous
basic CSFs and will be filed in the Agency’s records as the official basic CSFs for the above
listed products. _ a

The amendments referred to on the previous page, submitted in connection with
registration under section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act,
as amended, is acceptable provided that you:

1. Submit and/or cite all data required for registration of your product under FIFRA section
3(c)(5) when the Agency requires all registrants of similar products to submit such data,

2. Submit two (2) copies of the final printed labeling prior to releasing the product for
shipment.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA § 6(e). Your release for shipment of the product bearing the amended
labeling constitutes acceptance of these conditions. If you have any further questions regarding
this, please do not hesitate to contact Susanne Cerrelli, at 703-308-8077

(cerrelli.susanne@epa.gov), or me at 703-308-8269 (reilly.sheryl@epa.gov).

Siﬁcerely,

VNS

Sheryl K. Reilly, Ph.D.

Chief

Biopesticides and Pollution Prevention Division
Microbial Pesticides Branch (7511P)
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F

(35°C), and use within one year. Do not freeze. Close opened packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an
approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill. or by incineration or, if allowed by state and
local authorities, by burning. If burned, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

[Note to reviewer: This product is sold in large plastic bags contained within cardboard
boxes.]

Page 4
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TAEGRO® Technical

For manufacturing purposes only

' % wiw
ACTIVE INGREDIENT: Bacillus subtilis var. amyloliquefaciens Strain FZB24*............... 79.6733 %
OTHER INGREDIENT S ..t eeee i reiritir s e e eea s rae e s s e baa s s s nn e ae s anst s sa s ba e e ssnse s 20,1267 %
Lo, OO T U O PO OO RO PP SRR 100.0%

*Contains a minimum of 2.0 x 10"" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
Ithis statement will be inserted i the label is printed on more than cne sheet]

Net weight: [Actual value to be inseried, generally 100 to 500 [bs.]

Novozymes Biologicals, Inc.
5400 Corporate Circle » Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-001 -840
Made in the US.A.

s a e Ty s IR orTo

Batch code and Expirat" n Date: {Batch code and expiration date to be inserted)

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING — Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear
such as goggies, face shield or safety glasses, and a dust/mist filtering respirator meeting
NIOSH standards of at least N-85, R-95, or P-95 when handfing this product. Repeated
exposure to high concentrations of microbial proteins can cause allergic sensitization.
-Harmful if absorbed through skin, inhaled or swaliowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 1
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FIRST AID

IF IN EYES: ¢ Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

» Call a poison control center or doctor for freatment advice.
IF ON SKIN OR » Take off contaminated ¢lothing.
CLOTHING: s Rinse skin immediately with plenty of water for 15-20 minutes.
¢ Call a poison conirol center or docfor for freatment advice.
IF INHALED: ¢ Move person fo fresh air.
s If person is nof breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
o Call a Poison Control Center or doctor forfurther immediately for
treatment advice.
IF » (Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

e Have person sip a glass of water if able fo swallow.

¢ Do not induce vomiting unless told to do so by the poison control
center or docfor.

* Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for freatment. You may also contact 1-800-222-.1222 for emergency medical
freatment information.

Page 2
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of hvmg mICI'ObeS

Store at room temperature but do not exceed 95° F (35°C) and-use w1th1n one year. Do
not freeze. Close opened packages tightly.

PESTICIDE DISPOSAL .
Wastes resulting from the use of this product must be disposed of on site or at an
approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer bag and for recycling if
avaitable, or dispose of empty bag in a sanitary landfill or by incineration or, if allowed by
state and local authorities, by burning. If burned, stay out of smoke.

The cardboard box should be offered for recycling, where available, or disposed of in a
landfill.

[Note to reviewer: Thls product is sold in large p[astlc bags contalned 1n~ea;ébeaFd—ffamee
within cardboard boxes.]

Page 4
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ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing ‘prior fo discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, -contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-8300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ormamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use. product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer’s sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.
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TAEGRO® Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacifius subtilis var. amylofiguefaciens Strain FZB24* ..o 78.9%
OTHER INGREDIENTS ... oierrntrmmeiee v ersess o cseeesseseeesessesee st e st s st e s 20.1%
T e et et ee oo enres s evas e ear e 100.0%

*Contains a minimum of 2.0 x 10" Colony Forming Units (CFU)/gram,

KEEP OUT OF REACH OF CHILDREN
WARNING

[See additional precautionary statements on the [side/back] panel]
[this statement will be inserted if the Tabel is printed on more than one sheef]

Net weight; [Actual value to be inserted, generally 100 to 500 1hs.]

Novozymes Biologicals, Inc.
5400 Corporate Circle » Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-8
EPA Est. No. 70127-VA-001
Made inthe U.SA.

Batch code and Expiration Date: [Batch code and expiration daie to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

WARNING — Causes substantial buf temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, of on clothing. Wear coveralls wom over short-sleeved shirt and short
pants, socks, chemicakresistant footwear, chemical-resistant gloves, proteciive eyewear
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting
NIOSH standards of at least N-85, R-95, or P-85 when handling this product. Repeated
exposure fo high concentrations of microbial profeins can cause allergic sensitization.
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilef. Remove and wash contaminated clothing before reuse.

Page 1
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Page 1 of 1

Taegro

Carrie Daniels

to:

Susanne Cerrelli
04/21/2011 03:57 PM
Cc:

"DNTM (Dean Thome)"
Show Details

Hi Susanne,

Per our conversation, Novozymes has not sold or distributed the Taegro products {EPA Registration Numbers
70127-5 and 70127-6} and, therefore, there are no final printed labels available at this time.

Regards,
Carrie

Senior Managing Regulatory Consultant
Exponent, Inc.

Tel. 202.772.4916
cdaniels@exponent.com

file://C:\Documents and Settings\scerrell\L.ocal Settings\Temp\notesFCBCEE\~web6878.h... 4/21%11



Please read instructions on reverse before completing form.

Form Approved. OMB o, 2070-0060, Approval expires 05-31-98

Dﬁegistration OPP Idantifier Number

United States
E P A Environmental Protection Agency Amendment
Washington, DC 20460 [] Other
Application for Pesticide - Section |
t. Company/Producl Number 2. EPA Product Manager 3. Proposed Classiication
T0127-6 Shecyl Reilly

4,  Company/Preduct (Name) p .

Novozymes Biofogicals, Inc. / Tasgfo Technical M# BPPD ENOM DRestncted

5. Name and Address of Applicant (faciude ZIP Code)

6, Expedited Revlew. In accordance with FIFRA Section 3(c)(33 (b}, my
product s similar or identical In composition and labating to:

Novozymes Brologicals, fnc. EPA Reg. No,
540K Corporate Circle
Salem, Virginia 24153 Product Name
D Check il this is a new address
Section 1}

N

Amendment - Explain below.

D Resubsnission in responsa to Agency letter dated
Q Notitication - Explain below,

D Final printed Jzbels in response to Agency letler dated XX-XX~XX
D *Ms Too" Application
D Other - Explaln below.

Explanation: Use additional page{s} it necessary. (Forsection 1 and Section 1.}
Submission of a 90-day amendment to revise the CSF and Label for Taegro Technical and to submit a new Manufacturing Process,

Section Hi

t. Material This Product Will Be Packaged In:

Child-Raesistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yes D Metal
X o No No [ Prastic
It “Yes* No. par If “Yes" No. per DGIass
sCortification must Unil Packaging wgt.  Container Package wgt. Container
. D Paper
be submitted ) .
| Ei‘.}l’ner {Specily) Plasiic Bag
3. Location of Net Contents Information 4, Size(s} Retail Container 5. Location of Label Direclions
B<Lavel ] container 10010 500 Mis. Bon Labe
Con Labelng accompanying product
6. Manner in Which Label is Affixed o Product [ titograph Bother  Label is glued fo plastic bag
I:]Paper glued
I:]Szanciled
Section IV
t. Contact Point (Complete ilerns directly befow for ideniitfication of individual lo be contacied, if necassary, lo process this application.)
Name Title Telephone No. {Include Area Code)
Carrie Danicls Authorized Representative 202-772-4916
Certification 6. Date Application
1 certify that the statements 1 have made on this form and all attachments thereto are ttue, accurate and complete. | Recaived
acknowledge that any knowingly false or misleading statemenl may be punishable by tine orimprisonment or both (Stamped)
mdﬁpplicabie law,
2. Sigridture 3. Title
8Y: Reyulatory Affairs Manager, Novozymes Biologicals, Inc.
4. Typed Name: Diean Thome 5. Date:  Aprl 15, 2011
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

APR 1 2 201

CFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Ms. Carrie Daniels, Agent for Novozymes Biologicals, Inc.
Exponent

1150 Connecticut Avenue, N. W,

Suite 1100

Washington DC 20036

RE: Revised Manufacturing Processes, Confidential Statements of Formulas (CSFs) and
Labels for Taegro (EPA Reg.No. 70127-5) and Taegro Technical (EPA Reg.No. 70127-6)
OPP Decision Numbers: D443035 and D443036 -

Dear Ms. Daniels:

The Agency has completed its review of the referenced revised manufacturing processes,
Confidential Statements of Formulas (CSFS), and labels for the above mentioned products. The
manufacturing processes were determined to be Upgradable.

Below are thie items that must be addressed before the amendments can be finalized;

1. The 8570-1 forms submitted with the above mentioned applications did not report the
packaging used for each product. Please provide a complete §570-1 with the packaging
indicated for each package size sold for both products. This information is needed to
evaluate the container disposal text. '

2. There is no record that final printed labels were ever submitted following the registration
of these products. Since this is a required term of registration, you must submit the final
printed labels at this time.

Luawieal) [enuapyuod 0] pajus aq Aew uonew.ojul ssasold BuunyoejnueN,

3. The following changes need to be made to your Confidential Statement of Formulas for
both products listed above:

a. | it 2oy should be listed on a separate line on the CSF.

b. The minimum guaranteed CFU/g appears to be listed on the CSFs. The CFU/g listed on
the label does not agree with that listed on the CSF.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

W 4genct

SO

5

AN
AL proTe

OPP DjeciSIOn'Nun'lbers: D443035 and D443036 OFFIGE OF CHEMICAL SAFETY
EPA File Registration Numbers: 70127-5 and 70127-6 AND POLLUTION PREVENTION
Product Names: Taegro and Taegro Technical

EPA Receipt Date: December 13, 2010

EPA Company Number: 70127

Company Name: Novozymes Biologicals, Inc.

Carrie Daniels, Agent for Novozymes Biologicals, Inc.
Exponent

1150 Connecticut Avenue, N.W.

Suite 1100

Washington DC 20036

Subject: Revised Manufacturing Processes, Confidential Statements of Formulas (CSFs) and
Labels

Dear Ms. Daniels:

Thé Agency has completed a review of the submitted revised manufacturing processes,
Confidential Statements of Formulas (CSFS) and labels for the above mentioned products. The
manufacturing processes were determined to be “Upgradable”.

Below are the items that must be addressed.

1. The 8570-1 forms submitted with the above mentioned appiications did not report the
packaging used for each product. Please provide a complete 8570-1 with the packaging
indicated for each package size sold for both products. To evaluate the container disposal
text this information is needed.

2. There is no record that the final printed labels were ever submitted. Please submit your
existing Final printed labels for our file records. '

Luawieal) [enuapyuod 0] pajus aq Aew uonew.lojul ssasoid BuunyoejnUeN .,

ksl

The following changes need to be made to your Confidential Statement of Formulas for
both products listed above,

a [ £ 20y should be listed on a separate line on the CSF.

CONCURRENCES

SymeoL » /9{}PA, ‘7.5'{'1\0

SURNAME »| $ ’J’,&ML Kkas

e »l4-7-1) | #iv)y,
EPA Form 1320014 (1120} W OFFICIAL FILE COPY
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b. The minimum guaranteed CFU/g appears to be listed on the CSFs. The CFU/g listed on
the label does not agree with that listed on the CSF.

The following changes need to be made to your Taegro Technical label.
On page 1
1. Inserta summation line underneath 12.2%.
2. The minimum guaranteed CFU/g needs to be listed in the ingredient statement, and this
number needs to be identical to the minimum guaranteed CFU/g that appears to be listed

on the CSF. [Eg. “Contains a minimum of 2.0 x 10*' Colony forming units (CEU)/g.”]

3. Correct the typographical error for “Expiry” and replace it with “Expiration™ if that is the
intended word.

4, Insert “such as goggles, face shield or safety glasses” after “protective eyewear,” in the
paragraph at the end of page 1.

On page 4
1. There is mention of Cardboard frames. How are these disposed of? Are these reused?
Does Novozymes collect them? The disposal section needs to address all the

packagingof the product. Also if a variety of packaging is used the disposal statements
should address each type of package offered for sale.

The follewing changes need to he made to your Taegro label.
On page 1
1. Insert a summation line underneath 87.0 %.
2. The minimum guaranteed CFU/g needs to be listed in the ingredient statement, and this
number needs to be identical to the minimum guaranteed CFU/g that appears to be listed

on the CSF. [Eg. “Contains a minimum of 1.0 x 10" Colony forming units (CFU)/g.”]

3. Correct the typographical error for “Expiry” and replace it with “Expiration” if that is the
intended word.

Page 4, in the Agricultural use Requirements box:

I. Asrequired under 40 CFR 156.208 (¢) (2) (ii) for products with Acute Toxicity Category
II the Restricted Entry Interval needs to be changed to 24 hours.
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2. Replace “PPE required for early entry to treated areas (that is permitted under the
Worker Protection Standard and that involves confact with anything that has been
treated, such as plant, soil, or water), is:” with :

“For early entry into treated areas that is permitted under the Worker Protection
Standard and that involves confact with anything thar has been treated, such as plants,
soil, or water, wear:”

On page 5:

1. Inthe paragraph that states “7Taegro is a fungicide used for suppressing selected soil born
diseases such as rhizoctonia and Fusarium ... turf” remove the words “suchas.” If
there are other soil born diseases supported by product performance data, the applicant
may add them but the term “such as” is vagne and may be misinterpreted. In addition,
the applicant may wish to add the common names of the pest listed: Rhizoctonia and
Fusarium to inform the general public.

On page 10:

The use directions mention using 1 gram of Taegro, but no information was provided that
indicates that the product is packaged in 1 gram packets. Clarification is requested.

In accordance with 40 CFR 152.105, if the Agency determines that an application is incomplete
or that further information is needed in order to complete the Agency’s review, the Agency will
notify the applicant of the deficiencies and allow the applicant 75 days fo make corrections. You
must address and submit the deficient information outlined in this letter within 75 days of the
date of this letter or EPA will administratively withdraw your application from further
consideration without notice to you. Alternatively, you may choose to withdraw your
application and resubmit a new application with the deficiencies addressed.

Please note that if you cannot quickly address the ifems listed above, the current PRIA due date
of April 28, 2011 will need fo be renegotiated to allow enough time for BPPD to conduct its
review and make a regulatory decision, because approval of the submitied data cannot proceed
until the above listed deficiencies are addressed.

Should you have any questions concerning this letter, please contact Susanne Cerrelli at 703-
308-8077.

Sincerely,

Sheryl K. Reilly, Ph.D.

Chief

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division (7511P)

93



BPPD Formulation Amendment Chéck List
Fast Track O and PRIA Actions B680 £ B681 O,B7300

EPA Reg. No.:Joj7 7~ € RAL: Application Date: Iz //D //

Application Form (EPA Form 8570-1) - signed & complete including package type?

/

STOP! Call applicant and have thern correct application and resubmit. ] < bid m*%—p@/&

request final printed labeling.

Final printed labeling received for previous action? IF NO, STOP! E-mail p};licant_ _aﬁf\
)

| If s0 have the terms/conditions been met? 5 @w% s

Does the registration notice have terms/conditions (ex: storage stability data)? Q

Y b

IQN&Q $r1e

Wbes 7 2 s
b At

M

[\

4. Confidential Statement of Formula (CSF) EPA Form 8570-4 Basic Formuladd” Alternate
Formulafs) O

a. | CSF Review completed? IF YES, SKIP to nexf item. VL@O .

b. | CSF is signed and dated? I¥ NO, CALL APPLICANT. -~ ¢ —

c. | Completely filled out: CAS numbers, pH, flashpoint, ﬂammablhty, if applicable? -~

d. { Are the totals accurate? Lo

e. | Certified limits agree with 40 CFR 158.1757 Note that if preliminary or 5 batch analysis differ
from Section 158.175(b), limits based on batch analysis would need to be proposed under Section
158.175(c).

f. | Viability (if live microbial, i.e., cfu/gram)?
NA O

g. | PCcodes assigned on CSF for actives & inerts plus 40 CFR 180.910, 180.920, and 180.930 codes
noted for products that have food or feed uses? ~

h. | List 1 inert ingredient(s) present in the formulation?

i. | Alternate formula(s) do not require different labeling from basic CSF or other altemate CSFs.
NA O

j. | Source for a.i. is a registered pesticide? (When a proposed alternate or new basic formula involves
a new registered manufacturing-use product as the active ingredient source it rmust be determined
whether the manufacturing-use products used to formulate are similar enough to warrant use of
existing product specific data such as acute toxicity.)

k. | Does CS8F list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea,
or wheat commodities? If YES, RAL must evaluate label directions for compliance with 40 CFR f
180.1071.
Data and Data Matrix present, {EPA Form 8570-35)
a} Using Selective Method? [{IF NO, SKIP to item 5 and note that data matrix should be used
for the cite-zll method to indicate the companies to whom offers of compensation were j
made.]]

b. | Complete Data Matrix. Minimum Data Matrix for registration includes: product specific acute
toxicity, product chemistry, and efficacy data for public health pests claimed on label. %

¢. | Adequate product specific data submitted? Copmmon s @ [é}ﬁ' % { f,_u
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d. | Registered source used for active ingredient? IF YES, SKIP to ITEM 5. {Active ingredient is
from a registered source and generic data should be satisfied by registered source. IF NOQ, generic
data needed.

e. | Data passed PR Notice 86-5 for formatting and MRID number assignment?

Public copy of Data Matrix provided? (PRN 98-5)

Certification with ReSp'ect to Citation of Data (EPA Form 8570-34): See 40 CFR 152.80-98

and PR Notice 98-5 [Note: If no data are required or submitted, 2 Certification with Respect to Citation of
Data form is not needed. This is often true for minor amendments.

N

2. | Did applicant check a Method of Support? -

b. | General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method? o M

¢.”| Is the form signed and dated? A 7]

d. | Check form and Data Matrix; are Exclusive Use data cited from other sources? - ,{)‘é .
£) . 18 the required authorization letter included in application?

NA
Formulators Exemption (EPA Form 5870-27)
a. | if registrant is using a registered source active ingredient in the formulation, is form filled out

corgpletely and signed?
NA

Sménce Review completed? Comments:

OQP_LLM &W Wﬂﬁ%
of ik

internal BPPD Guidance Document — Other ftems May be Required 2 January 2010
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Lahel Review h
File Symbol: _{ > (= 7M17’(= pate: Y 7.6 /Lf ‘ReWewer:M r‘

istervse | ERes mg 7EGH Y {FGoW /NonFood | Jkoth

Tox Gatég 1 TASOH3 vAchEm: ;7 JAcInhI 3’ yeIrr’ ZXsmmrrZ}; mserd— 7
Label Requirement Acceptable Net Acceptable 1 N/A Comments LRAZ
_ } Recommendations _
- Restricted Use Pesticide T . )( . Chs

i

Product Name g i2-3

Compny Name and Info L Pg 15-1
4

Identification Numbers

Ch14
Net Contents _ _ cht7
Ingredients Stétemeﬁi y 3 m{vf;%—f-ﬁeh 5
label Claims o ’ - Pgs 4-5, 5.7
| 11-10 & Ch 12
Alternate Formula | >\/ 5-12 .
Label Requirement Acceptable | Not | WA | Comments LRM3

Acceptable Recommendations

KOROC 3149 -
7-3&4
- Signal Word Ch3Ch7
, Ch10
ot prifshuse, .

>PRECAUTIONARY
STATEMENTS=

i

/ . . Ch3a7?

First Aid (PRN 20001-1)

@ ] Ch3,73

Hazards to Humans
and Domestic Animals

L/
P

Ge;}e_rgl Heading J )
v

/

PPE (WPS) - “h7.Pg7-
Engineering Controls ?( 12
1 _ Pgs 10-4, 15

User Safety k10
‘Requirements

User Safety >( Ch 10
Recom mendations

Env;ronmental Hazards - : . Chg

| Phys;oai and Chemical v =g 3-4.
Hazards _ The
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@h‘seﬁaﬁs §oi' USE»{

'Iﬂ"HS

| ‘Precéded By e ph
- léar thag this wars
| n,pdegal rights, 0.

theproduct: anci cohcwdES ‘that ai:Wouid be futai&to pursue Whar_might In reai :fybe a}:aﬁd.ci gim.”

Label Requirement Acceptzble Not NA | Comments LRz
Acceptable Recommendations

Header >Directions for i0-18
Use= b

Violation of Federal Law / 10-26, 11-7
text :
'WPS Text _ Ch10,7-1
(PPE) 711
Non-WPS Téxt S > | r1ce10
. (A — v i, (._ .
Storage and Disposal <— Z:Z CuetD H 11-16, Ch 13
Labe! Requirement Acceptable Not NA | Comments LRM3

Acceptable Recommendations -

General instructions and

Sub-Header i/
Chemigation / Prohibition % PRN

REI % Pg10-20
Label Requirement Acceptable Not ~ N/A | Commaenis i RM3
- Acceptable Recommendations

Generat Info. {non-sile -

specific info, on us(es, pasts,. GK

mixing, andoading, ank mizing,

etc.) )

General Precautions and

Restrictions

L Disssionisforse
.Direc’cions for Appliqaﬁoﬁ ><‘
— e O S — a -.-‘_I,_‘ "( = By

I _ - Wameity lnformatiin

Consistency with |abel ){ 12-6
ingtruciions . , 0 gmnc ]
Not false or misleading ruM ku{} R12Za

P A W

s "The warrahty sectis.m conta‘ins an overiy sroad sta'tement concemmg i u‘nftat;ons oflfat: l][fy As
- sue “’tement £y be mislesding andmiay tonstitute misbrangding:under the Fedsral
Ungi RodefiticideAct (FIERA-ILIS 'si&‘ggesbed tnatthe exfsungstatamenf Hie
A‘O tne tgxte‘h a![gwable i:v state fawe; er othermge .gua hﬁed tomake i
. m ;

L
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TAEGRO® Téchnical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacilfus subtilis var. amyloliquefaciens Strain FZB24*...................... 87.8%
OTHER INGREDIENTS ..ottt eee ettt s ettt ee e s 12.2%.
LI I A N OO OPRTTSTOTO 1G00.0%
*Contaifis 5.0 x 10" Colony Forming Units (CFU)/gram.
KEEP OUT OF REACH OF CHILDREN
WARNING
[See additional precautionary statements on the [side/back] panel]
[this statement will be inserted if the label is printed on more than one sheet]
Net weight: [Actual value to be inserted, generally 100 to 500 ibs.]

Novozymes Biologicals, Inc.
5400 Corporate Circle « Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-6——,
EPA Est. No. 701274/A-001))
Made in the U.S.A. -

- x\ //_,__,_._::\\
Batch code anq/Expiry Date: [Batch code and/expiry date to be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS _
WARNING — Causes substantial but temporary eye injury. Causes skin. irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralis worn over short-slesved shirt and short ke
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear,” 3:}@‘;
and a dust/mist filtering respirator meeting NIOSH standards of at least N-95, R-3%, or P- .
95 when handling this product. Repeated exposure to high concentrations of misrobial ’uf%
proteins can.-cause allergic sensitization. Harmful if absorbed through skin, ihaled or & Z
swallowed. Avoid breathing dust. Wash thoroughly with soap and water after handling and “ﬁ‘i@
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before eating, drinking, chewing gum, using tobacco or using the toilet. Remove and wash
contaminated clothing before reuse. «~

FIRST AID

IF IN EYES: ¢ Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

¢ Call a poison control center or doctor for treatment advice.
IF ON SKIN OR e Take off contaminated clothing.
CLOTHING: o Rinse skin immediately with plenty of water for 15-20 minutes.
¢ Call a poison control center or doctor for treatment advice.
IF INHALED: ¢« Move person fo fresh air.
o |f person is not breathing, call 211 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
¢ Call a Poison Control Center or doctor immediately for treatment
advice.
I+ o Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

¢ Have person sip a glass of water if able to swallow.

¢ Do not induce vomiting unless told to do so by the poison control
center or doctor.

« Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.
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ENVIRONMENMNTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not listed on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F
(35°C), and use within one year. Do not freeze. Close opened packages tightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refili this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if aliowed by state and
local authorities, by burning. If burned, stay out of smoke.

INote to reviewer. This product is sold in large plastic hags contained in cardboard
frames.]
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TAEGRO® Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Baciflus subtilis var. amyloliquefaciens Strain FZB24*....................... 87.8%
OTHER INGRE DD ENT S e e et 12.2%
) 7= | AU O NOTOEPRN 100.0%

*Contains 5.0 x 10" Colony Forming Units (CFU)/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panel]
fthis statement will be inserted if the label is printed on more than one sheet]

Net weight: [Actual value to be inserted, generally 100 to 500 Ibs.]

Novozymes Biologicals, Inc.
5400 Corporate Circle » Salem, VA 24153
1-888-744-5662

EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-001
Made in the U.S.A.

Batch code and Expiry Date: [Batch code and expiry date fo be inserted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING — Causes substantial but temporary eye injury. Causes skin irritation. Cc not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, grctective gyew.aar,
and a dust/mist filtering respirator meeting NIOSH standards of at least N-35, R-95, or P-
95 when handling this product. Repeated exposure to high concentrations of microbial
proteins can cause allergic sensitization. Harmful if absorbed through skin, inhaled or
swallowed. Avoid breathing dust. Wash thoroughly with soap and water after hanaliy and

Page 1

102



before eating, drinking, chewing gum, using tobacco or using the toilet. Remove and wash
contaminated clothing before reuse.

FIRST AID

IF IN EYES: o Hold eye open and rinse siowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then-continue rinsing eye.

o Call a poison control center or doctor for treatment advice.

IF ON SKIN OR o Take off contaminated clothing.

CLOTHING: o Rinse skin immediately with plenty of water for 15-20 minutes.
]

Cali a poison control center or doctor for treatment advice.

IF INHALED: » Move person to fresh air.

If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.

¢ Call a Poison Controi Center or doctor immediately for treatment

advice., -
IF ¢ Call a Poison Controi Center or doctor immediately for treatment
SWALLOWED: advice.

¢« HMave person sip a glass of water if able to swaliow.

+ Do not induce vomiting unless told to do so by the poison control
center or doctor.

e Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or abel with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medicat
treatment information.
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ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority had been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spilf, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its fabeling.

For formulation into fungicide products intended for use infon crops and ornamental
plants. This product may be used to formulate products for additional uses not fisted on
the manufacturing-use product (MP) label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biclogicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the fabel and when used according to
the label directions is reasonably fit for the purposes referred o above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer’s sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biclogicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F
(35°C), and use within one year. Do not freeze. Close opened packages fightly.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an
approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill this container.

Completely empty bag into formulation equipment. Then offer for recycling if available, or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
local authorities, by burning. If burned, stay out of smoke.

[Note to reviewer: This product is sold in large plastic bags contained in cardboard
frames.]
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21-Day Screen of Amendment
(Completed by Contractor)

21-day Expires on /- 3-//

Document Part Of: 70/2 7—-—@
MRID, If Any: 483/(7

Content Screen: Recommended to
Pass{Fail

I
86-5 Review: [Passed/Failed/NA

Document returned to:

S%z;/L /(é /Aé;/
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PRIA 2 — 21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)
3/23/09

21 Day Screen Start Date: [2-13- 10 Relense Da IL*
Experts In-Processing Signature: __#7F MHanzingros = Date [/2-12-/0 FeePaid: Yes
Division management contacted on issues  No Yes Date

Vg

EPA Reg. Number: 261 27~ (s EPA Receip‘; Date: / 7 - /3 _ / O

Ttems for Review

Yes

No

N/A*

Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type

X

Confidential Statement of Formmla all boxes completed, form signed, and
dated (EPA Form 8570-4) (Link to form)

a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes | no
including fragrances, approved for the proposed uses (see
Footnote A) >(

x

Certification with Respect to Citation of Data (EPA Form 8570»3:4) \(Link to
form) completed and signed (N/A if 100% repack)

Certificate and data matrix consistent

If applicant is relying on data that are compensable, is the offer yes | 1o

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
completed and signed (N/A if source is unregistered or applicant owns the
technical)

Data Matrix (EPA Form 8570-35) (Link to form) both intermnal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100%
repack)

yes | no

a) Selective Method (Fee category experts use) >
b) Cite-All (Fee category expetts ﬁse)

¢) Applicant owns all data (Fee category experts use)

5 Copies of Label (link to http://www.cpa.gov/oppfeadi/labeling/lrm/}
(Electronic labels on CD are encouraged and guidance is available)( link to

http://www.epa.gov/pesticides/regulating/registering/submissions/index.him#labeis

)
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-3)

Notice of Filing (link to
http:/fwww.epa.gov/pesticides/regulating/tolerance petitions.htm) included

with petitions (link to
hitp://www,.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventienal applications, reduced risk rationale (link to
http:/www.epa.gov/opprd001/workplan/reducedrisk.himl)

10

Required Data (link to

hittp://www.epa.gov/pesticides/regulating/data requirements.htm) and/or

data waivers. See Footnote C.

a) List study (or studies) not included with application
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Comments:
STOCH .S “casszd -5 renewd
Inerts Gpproved o Bod b under 40 ¢ D920, pruhawore

0P
|2/1‘5/¢o

meip  HE31/9

* N/A - Not Applicable

Fooinotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 2] day period, otherwise, the Agency will reject the

application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all mert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web
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site [link to http:/www.epa.gov/opprd001/inerts/lists.himl] and if the inert is not

approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a2 CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch {Link to

http://www epa.gov/oppbppdl/biopesticides/contacts bppd.him].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd00]1/inerts/tips.pdf] must also be included
to enable the A gency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixtore or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixfure or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
reqguest an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses;.or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. Ifthis option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track {similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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Exponent

EXE}@E’E@HE': 1150 Connecticut Avenue, NW

Suite 1100
Washington, DC 20036

telephone 202-772-4y00
facsimile z02-772-4979
wWWW.exponent.com

November 30, 2010

Dr. Sheryl Reilly, Branch Chief

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs, U.S. EPA (7504P)
Document Processing Desk

Room S§-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

RE: Submission of a 90-day Amendment for a revised CSF, Label, and Manufacturing
Process for Taegro Technical (EPA Registration No. 70127-6)

Dear Dr, Reilly:

On behalf of Novozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA
Company Number 70127), Exponent is submitting an amended basic Confidential Statement of
Formula (CSF) and product label, amended manufacturing process and a interim storage stability
study for the product Taegro Technical, (EPA Registration No. 70127-6), containing the active
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The following items are
enclosed in support of this 90-day amendment:

e Transmittali Document;

e  Application for Registration (EPA Form 8570-1);

Revised Basic Confidential Statement of Formula (2 copies);

Copy of Previously Approved Basic Confidential Statement of Formula:
Data Matrix (Public and Private versions);

Certification with Respect to Data Citation (EPA Form 8570-34);

Five copies of the revised master label (one with changes highlighted);
Amended manufacturing process; and

Interim storage stability study.

® & & & o o

The manufacturing process for Taegro Technical has been amended in three specific places and
these amendments are described in detail in the enclosed “Amended Description of Beginning
Materials and Manufacturing Process for Taegro Technical (70127-6).” Novozymes initiated
this change in the manufacturing process because the new process is more efficient and allows
for more material to be manufactured at one time. Novozymes has amended the fermentation
medium, changed the drying process used in the production process, and amended the certified
limits for the product.
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Dr. Sheryl Reilly

November 30, 2010
Page 2

These changes and their impact on Taegro Technical and the final end-use product, Taegro (EPA
Registration No. 70127-5) are explained in the confidential section of the Amended Description
of Begirming Materials and Manufacturing Process.

In addition to the revised manufacturing process, a new storage stability study is being conducted
to demonstrate that the change in the manufacturing process has not affected the stability of the
product. The study is on-going, however, Novozymes 1s submitting an interim report at this
time, showing that there is no affect on the stability of Taegro Technical under the new
manufacturing process.

The product label and CSF have been revised to reflect the changes made in the manufacturing
process. The percent by weight of the active ingredient has been revised on the label and CSF,
however, the nominal activity of the active ingredient, as expressed in colony forming units
{CFUs)/gram, has not changed. Novozymes has slightly revised the upper and lower limits.
This new Basic CSF dated November 19, 2010 will supersede the previous Basic CSF on file
with the Agency.

Novozymes has conducted a new five-batch analysis, as required on the most recent stamped
approved label for Taegro Technical, dated January 22, 2010. This 5-batch analysis study is
being submitted under separate cover in response to the registration requirement, and the
information in this study confirms that the revised process meets the specifications on the new
CSF submitted here,

Should you have any questions regarding this submission, please contact me via telephone at
202-772-4916 or via email at cdaniels@exponent.com.

Sincerely,

K

o,

~ .
e "».f-wft./k‘—k/ Ui

Chrrie Daniels
Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures

cc: Dean Thome, Novozymes Biologicals, Inc.
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Novozymes Biologicals, Inc.
5400 Corporate Circle
Salem, VA 24153

CONTACT PERSON (Return to)

Carrie Daniels

Exponent, Inc.

1150 Connecticut Ave., N.W.
Suite 1100

Washington, DC 20036

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

Submission of a 90-day amendment for a revised CSF, Label, Manufacturing Process, and
Stability Study for Taegro Technical (EP A Registration No 70127-6),

SUBMITTAL DATE:
November 30, 2010
Volume Study Title MRE_)__NO
1 Administrative Package
2 Amended Description of Beginning Materials and Manufacturing
Process for Taegro Technical (70127-6)
3 Interim Storage Stability Study for Taegro Technical (70127-6) |
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.\,\xﬁ“’ ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: WASHINGTON, D.C. 20480

£ - 3
%, &
%:41 pncﬁf—d\
December 7, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

EXPONENT, INC.
NOVOZYMES BIOLOGICALS, INC.
1150 CONN., AVE., N.W., SUITE 1100
WASHINGTON, DC  20036-

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 01-DEC-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in
all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

December 13, 2010
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SURSTANCES

OPP Decision Number: D-443036

EPA File Symbol or Registration Number: 70127-6
Product Name: TAEGRO TECHNICAL

EPA Receipt Date: 01-Dec-2010

EPA Company Number: 70127

Company Name: NOVOZYMES BIOLOGICALS, INC.

CARRIE DANIELS

EXPONENT, INC.

NOVOZYMES BIOLOGICALS, INC.
1150 CONN., AVE., N.W., SUITE 1100
WASHINGTON, DC  20036-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the resuits of the PRN-86-5 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B6§0
AMENDMENT:NON-FAST TRACK;MICROBIAL/BIOCHEMICAL,;
No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 305-7973.

Sincerely,
e :
/ DAt T M
Front End Processing Staff
Information Technology & Resources Management Division
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Subject

THIZ IS5 AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Pay.Gov Payment Confirmation

Your transaction has been successfully completed.
Transaction Summary

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 2522H2GN
Agency Tracking ID: 74157851512

Account Holder Name: Dean Thome
Transaction Type: Sale

Transaction Amount: 354,631.00

Billing Address: 3935 Thatcher Avenue
City: Saskatoon

State/Province: Saskatchewan
Zip/Postal Code: S7R1A3

Country: CAN

Card Type: Master Card

Card Number: **%xkdikiikrgp94
Transaction Date: De¢ 7, 2010 2:26:11 PM

Decision Number:

Registration Number: 70127-6

Company Name: Novozymes Biologicals Inc
Company Number: 70127

Action Code: B68O

----- Message from "DNTM (Dean Thome)” <DNTM@novozymes.com> on Mon, 13 Dec 2610 G7:38:37
-0800 -----

To: "Carrie Daniels"
" <cdaniels@exponent.com>

Subject

3
-

FW: Pay.Gov Payment Confirmation

aaaaa Original Message-----
Prom: payvgovadmin@mail.doc.twai.gov [mailto:paygovadminemail.doc.twai.gov]

Sent: Tuesday, December 07, 2010 1:23 PM

To: DNTM (Dean Thome)

Subject: Pay.Gov Payment Confirmation

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NCT REPLY.
Your transaction has been successfully completed.
Transaction Summary

Application Name: PRIA Service Pees

Pay.gov Tracking ID: 2522H24C

Agency Tracking ID: 74157951117

Account Holder Name: Dean Thome
Transaction Type: Sale
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Transaction Amocunt: $4,631.00

Billing Address: 3935 Thatcher Avenue
City: Saskatoon

State/Province: Saskatchewan

Zip/Postal Code: S7R1A3

Country: CAN

Card Type: Master Card

Card Number:; **xtkriixxtx+5004
Transaction Pate: Dec 7, 2010 2:23:12 PM

Pecision Number:

Registration Number: 70127-5

Company Name: Novozymes Biologicals Inc
Company Number: 70127

Action Code: B680
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RE: RESPONSE REQUIRED BY 12/15/10: Proof of PRIA fee payment
required for amendments to EPA registration numbers 70127-5 (Taegro) and
70127-6 (Taegro Technical)

1213/2(10 1 0:43 AM

Dear Ms., Downs,

Attached are the receipts for Novezymes' payment of the two PRIA fees
indicated below. Should you have any guestions, please do not hesitate to

contact me.

Sincerely,
Carrie baniels

Managing Requlatory Consultant
Exponent, Inc.

Tel. 202.772.4816
cdaniels@exponent. com

————— Original Message-----

From: bowns.Teresa@epamail.epa.gov [mailtc:Downs.Teresa@epamail.epa.gov]

Sent: Tuesday, December (07, 2010 12:27 PM

To: Carrie Daniels

Subject: RESPONSE REQUIRED BY 12/15/10: Procf of PRIA fee payment reguired for
amendments to EPA registration numbers 70127-5 (Taegro) and 70127-6 {Taegro
Technical)

Dear Ms. Daniels:

The Biopesticide Division’s PRIA team has identified both of the above actions
as subject to action code B680. Please email me a separate pay.gov receipt or
a copy of a separate check in the amount of $4,631 as proof of fee payment for
each action.

Secticon 33({(B} (2(D) of the Federal Imsecticide, Fungicide, and Rodenticide Act
(FIFRA}, as amended by the Pesticide Registration Improvement Renewal Act,
provides that the fee is due upon submission of the application. We received
these actions on 12/1/10. If procf of fee payment is not received by COB on
12/15/10, then we will reject these actions for non-payment of the PRIA fee
and send vou an invoice for

82,316 (25% of the $4,631 fee x 2 actions). ‘The Agency is reguired to collect
a minimum cf 25% of the applicable fee even if an application is rejected. IE
vou do not pay the inveoice by the date specified therein, then the fees will
be treated as a claim of the United States Government subiject to subchapter II
of chapter 37 of title 31, United States Code.

If you have questions about the assignment of the above action code, please
contact Brian Steinwand at (703}305-7973.

I have included bkelow some basic payment and small business fee waiver
information from our website. For further information, please see:
http://www.epa.gov/pesticides/requlating/fees/index. htm

ONLINE PAYMENT
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To submit a payment on-line, visit www.pay.gov. From the pay.gov home
page, under "Find Public Forms":

Payment prior to and at application
- select "search by form name";
- on the A-Z Index of Forms page, select "P";
from the list of forms on the first page, select "Pesticide
Reglstratlon Act - Prepayment”;
complete the form entering the PRIA fee category and fee;

keep a copy of the pay.gov acknowledgement of payment and attach

a
copy to the front of the application to assure that EPA can match the
appllcatlon with the payment; and

submit the application.

PAYMENT BY CHECK

The Agency has established procedures for the submission of checks via
certified mail, registered mail, or courier service. Checks should be
made payable to USEPA or Environmental Protection Agency.

Note: Received checks will be converted into an electronic funds
transfer (EFT). This means we will copy your check and use the account
information on it to electronically debit vour account for the amount
of the check. The debit from your account will usually occur within 24
hours, and will be shown on your regular account statement.

You will not receive your original check back. We will destroy your
original check, but we will keep the copy of it. If the EBFT cannot be
processed for technical reasons, you authorize us to process the copy
in place of your original check. If the EFT cannot be completed
because of insufficient funds, we may try to make the transfer up to
two times.

Checks may be sent:

______________________________________ +......-....._............_...._.........,...._.........._..
By USPS Mail |By courier
-------------------------------------- e e e e e e e e e e e e e e e e TR e TR e e S e T
U.S8. Environmental Protection Agency [U.S. Bank

Washington Finance Center | Government Lockbox $79074

FIFRA Service Fees | 1005 Convention Plaza
P.O. Box 979074 | SL-MO-C2-GL
St. Louis, MO 63197-9000 | 8t. Louis, MO 63187

| {314) 418-495%0

Guidance on Small Business Waivers

1. Under what circumstances is a small business eligible for a fee
waiver?
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An applicant that meets the definition of a small business is eligible
for a fifty percent {50%) waiver of the pesticide reglstration service
fee., A small business means a corporation, partnership, or
un-incorporated business that has 500 or fewer employees and during
the 3-vear period prior to the most recent maintenance fee billing
cycle, has an average annual globkal gross revenue from pesticides that
did not exceed $60 million (including any such revenuse from all of its
affiliates). In addition, a swmall business that has average annual
global gross revenues from pesticides of less than $10 million
{including any such revenue from all of its affiliates) over the past
3-yvear maintenance fee billing cycle at the time of the application is
eligible for a 75% waiver of the pesticide registration service fee.

2. What is the previous “maintenance fee billing cycle” referred to in
the statute?

The "maintenance fee killing cycle" is a yvearly cycle commencing on
Jarnuary 15th. Therefore, the relevant time periods for measuring
whether an applicant meets the definition of a small business are the
applicant's three fiscal years preceding the January 15th of the year
in which the application is received.

3. What are affiliates of an applicant for purposes of requesting a
small business fee waiver?

affiliates include direct and indirect subsidiary and parent entities
of the applicant as well as entities that are controlled directly or
indirectly by the owner(s) or any parent entity of the applicant. In
addition, two unrelated entities are affiliates i1f thev are both owned
or controlled by the same entity or person. S8pecifically, business
entities are affiliates of each other if, directly or indirectly,
either entity controls or has the power to contreol the other entity,
or a third entity controls or has the power to control both entities.
Indicia of control include interlocking management or ownership,
identify of interests among family members, shared facilities and
equipment, and common use of employees. Accordingly, control is not
limited to voting control over another entity.

4. What information should I include in my request for a fee waiver as
a small business?

The reguest should be in writing and include the following
information:

The company name and company number assigned by OPP to the
appllcant the official mailing address under FIFRA, the telephone number and
e-mail or fax number of the contact person regarding the fee waiver or
reduction request.

. A certification signed by a responsibkle officer that the
documentation submitted to support the waiver or reduction request is true,
complete, and correct.

. An ownership structure chart depicting the relationship of the
applicant to subsidiaries and parent entities that are directly or indirectly
controlled by the owner (s} or any parent entity of the applicant, if
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appropriate. If the applicant does not have a parent entity, the percentage
ownership interest of the direct and indirect
owner (8) or shareholders of the applicant should be disclosed. If the
applicant does not have a parent entity, the percentage ownership interest of
the direct and indirect owner(s) or sharehclders of the applicant should be
disclosed. If the applicant does have a parent company (or companies), the
ownershlp of the ultimate parent entity should also be disclosed.

A narrative or explanatory information, if appropriate,
addre351ng
whether related entities are affiliates.

A narrative or explanatory information, if appropriate,
explaxnxng
how the applicant differentiated its global grogss receipts from pesticides
from other revenue and how such revenue was calculated, both for the applicant
and for any affiliates. The rationale should explain what types of revenues
have been excluded.
. appropriate supporting documentation demonstrating that the
criteria for the waiver or reduction from the reglistration service fee are
met.

Voluntary Small Business Waiver Form PDF {1 p, 29 kb, About PDF)
{Embedded image moved te file: picll855.jpg)-- A workgroup comprising
repregentatives of registrant companies and trade associations
designed a form for assisting pesticide registrants when they submit
small business walver reguests under the Pesticide Registration
Improvement Act. EPA staff provided input to the process. Use of the
form is voluntary and informatlon submitted using the forms will be
accepted by the Agency. Other formats that meet the requirements of
the statute will be acceptable to the Agency as well.

5. What information is required for certification for a fee waiver?
A certification should include:

1. information on business identification;
2. information regarding the number of employees of the
applicant;
3. information regarding the ownership of the applicant and
affiliated entities;
4. information regarding the global gross revenue from
pesticides
(of the applicant as well as any affiliates); and
5. a certification statement signed by a responsible officer
that
the information provided is true, complete, and correct.
Sincerely,

Teresa DowIls

Iinformation Services Branch

Office of Pesticide Programs

U.S. Environmental Protection Agency
phone: (703)305-5363

fax: {703)305-7670
www.epa.gov/pesticides

~~~~~ Message from <paygovadmin@mail.doc.twai.gov> on Tue, 7 Dec 2010 11:26:11 -0800 --—--
"Carrie Daniels"

To: <cdaniels@exponent.com>
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EPA File Symbol/Reg. No. 70127-6
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Granted: | RL§D
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Prir Letter

Enter iore information
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View/Edit ]

ubmission of & 80-day amendimerd to revise CSF and label
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Please read instructions on reverse before completing form. Form Approved. OMB No, 2070-0060, Approval expires 05-371-98

United States D"Registration OPP identifier Number
E P A Environmental Protection Agency X] Amendment
Washington, DC 20460 [] other

Application for Pesticide - Section |

t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
70427-6 Sheryt Reilly
4. CompanyfProduct (Name) PN# BPPD X £
Novozymes Biologicals, Inc, / Taearo Technical Ncne DRestncted
5. Name and Address of Applicant {include ZtP Code) 6. Expedited Review. In accordance with FIFRA Section 3{c)(3Xb3)1), my
preduct is similar or identical in compesition and labeling to:
Novozymes Biclogicals, Inc. EPA Reg. No.
3400 Corporate Circle
Salem, Virginia 24153 Product Name
[:] Check if Lhis is a new address
Section il
E Amendment - Explain below. D Final printed labels in response to Agency letter dated XX=3X-XX
D Resubm:ssion in response to Agency letter dated D “Me Too" Application
D Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section t and Section 11}
Submission of a 90-day amendment 10 revise the CSF and Label for Taegro Technical and to submit a new Manufacturing Process,

Section il

t. Material This Product Will Be Packaged tn;

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Contalner
yes® [ ves [ ves [[] Metat

D No D No [:J No D Plastic

¥ Yes' No. per If “Yes” No. per DGIass
*Certification must tnit Packaging wgt,  Container Package wgt. Container
DPaner
be submitted L
DOiher {Specify, Plaute Bag
3. Location of Net Contents information 4. Size{s) Retail Container 5. Location of Labe! Direction
DLabel D Container C]On Can L
[(Jon Labelisn arcompanying product
6. Manner in Which Label is Affixed to Product DLithograph l:lomer ' Lo
DPaper glued
[ stencited N
Section IV e
t. Contact Point {Complete dems directly below for identificafion of individual to be contacted if necessary, fo process this appiication.r . .
Name Title Telephone No. (include Area Code)
Carrie Daniels Authorized Representative 202-772.4916
Certification &. Date Application
1 cenlify that the statements | have made on this form and ail altachments thereto are true. accurate and complete. | Received
acknowledge that any knowingly faise or misleading statement may be punishable by fine or imprisenment or both (Stamped)
under applicable law.
2. Signatgre 3. Title
BY: -~ Reguiatory Affairs Manager, Novozymes Biologicals, inc.
4. Typed Name: Dean Thome 5 Date:  November 30, 2010
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483119-00

x Exponent

E | : A ® .

p@neni 1150 Connecticue Avenae, N
Suite 1100
Washington, DC 20036
telephone 202-77z2-4500

facsimile 2z02-772-4970
WWW.eXponcnt.cam

November 30, 2010

Dr. Sheryl Reilly, Branch Chief

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs, U.S. EPA (7504P)
Document Processing Desk

Room 5-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

RE: Submission of a 90-day Amendment for a revised CSF, Label, and Manufacturing
Process for Taegro Technical (EPA Registration No. 70127-6)

Dear Dr. Reilly:

On behalf of Novozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA
Company Number 70127), Exponent is submitting an amended basic Confidential Statement of
Formula (CSF) and product label, amended manufacturing process and a interim storage stability
study for the product Taegro Technical, (EPA Registration No. 70127-6), containing the active
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The following items are
enclosed in support of this 90-day amendment:

e Transmittal Document;
Application for Registration (EPA Form 8570-1);
Revised Basic Confidential Statement of Formula (2 copies);
Copy of Previously Approved Basic Confidential Statement of Formulu{ e e
Data Matrix (Public and Private versions); o RELRE
Certification with Respect to Data Citation (EPA Form 8570-34); .....°
Five copies of the revised master label (one with changes highlighted);
Amended manufacturing process; and

Interim storage stability study.

The manufacturing process for Taegro Technical has been amended in three specific places and
these amendments are described in detail in the enclosed “Amended Description of Beginning
Materials and Manufacturing Process for Taegro Technical (70127-6).” Novozymes initiated
this change in the manufacturing process because the new process is more efficient and allows
for more material to be manufactured at one time. Novozymes has amended the fermentation
medium, changed the drying process used in the production process, and amended the certified

limits for the product.
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Dr. Sheryl Reilly
November 30, 2010
Page 2

These changes and their impact on Taegro Technical and the final end-use product, Tacgro (EPA
Registration No, 70127-5) are explained in the confidential section of the Amended Description
of Beginning Materials and Manufacturing Process.

In addition to the revised manufacturing process, a new storage stability study is being conducted
to demonstrate that the change in the manufacturing process has not affected the stability of the
product. The study is on-going, however, Novozymes is submitting an interim report at this
time, showing that there is no affect on the stability of Taegro Technical under the new
manufacturing process.

The product label and CSF have been revised to reflect the changes made in the manufacturing
process. The percent by weight of the active ingredient has been revised on the label and CSF,
however, the nominal activity of the active ingredient, as expressed in colony forming units
(CFUs)/gram, has not changed. Novozymes has slightly revised the upper and lower limits.
This new Basic CSF dated November 19, 2010 will supersede the previous Basic CSF on file
with the Agency.

Novozymes has conducted a new five-batch analysis, as required on the most recent stamped
approved label for Taegro Technical, dated January 22, 2010. This 5-batch analysis study is
being submitted under separate cover in response to the registration requiremerit, and the
information in this study confirms that the revised process meets the specifications on the new
CSF submitted here.

Should you have any questions regarding this submission, please contact me via telephone at
202-772-4916 or via email at cdaniels@exponent.com.

Sincerely,
—

{_’,L;uu\“%/bhbk"

arrie Daniels 5
Authorized Representative of L
Novozymes Biologicals, Inc. e

Enclosures

ce: Dean Thome, Novozymes Biologicals, Inc.
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TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER:

Novozymes Biologicals, Inc.
5400 Corporate Circle
Salem, VA 24153

CONTACT PERSON (Return to

Carrie Dantels

Exponent, Inc.

1150 Connecticut Ave., N.W.
Suite 1100

Washington, DC 20036

REGULATORY ACTION SUPPORTED BY THIS PACKAGE:

Submission of a 90-day amendment for a revised CSF, Label, Manufacturing Process, and
Stability Study for Taegro Technical (EPA Registration No 70127-6).

SUBMITTAL DATE:
November 30, 2010
Volume Study Title MRID No.
I Administrative Package L
2 Amended Description of Beginning Materials and Manufactunng cife 48311901
Process for Taegro Technical (70127-6) ‘- e
3 Interim Storage Stability Study for Taegro Technical (70127-6) 1 < 48311802

AL
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Form Approved OMB Nos. 2070.0080; 20700057 20700007, 207 0,022, 2070.0184

] @ } UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L._, 1200 Pennsylvania Avenue, NW.,
WASHINGTON, D.C. 20460

Paperwork Reduction Acr Notice: The public reparting burden for this collection of information is ¢simated to average .25 hours per response for registration
and 0.25 hours per response for reregistrarion and speciat review activilies, including time for reading the instructions and completing the necessary forms. Send
comments regarding birden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Dicecror, Collection
Strategies Division (2822T}, LS. Enviranmental Protection Agency, 1200 Pennsylvanias Avenue, N.W., Washingion, DC 20460, Do nor send the compléeted form
to this address.

’L Certiftcation with Respect to Citation of Data
Applicant's/Registrant's Name, Address, and Telephone Number EPA Raglstration Number/File Symbol
Novozymes RBiologicals, Inc. 5400 Corporate Circle, Salem, VA, 306-657-8238 701276
Active Inaredientfs) andfor reprasentative test comoound{s) Date
Baciliug sublifis var.amyloliquefaclens Strain FZB24 1063prio
Generat Use Pattem{s) ftist all those ciaimed for this aroduct usinp 40 CFR Part 158} Praduct Name
Terrestrial food use and non-food use ‘Ffaegro Technical

NOTE: !f your product I5 a 100% repackaging of another purchased EPA-registered product labaled for all the same uses on your tabel, you do not nead to
submit this form. You must submit the Formutator's Exemption Slatemant (EPA Form 8570-27).

| am responding 1o & Data-Cai-In Notice, and have Inghisted with this form a [ist of companies sent offers of compensation {the Data Matedx form should
D be used for this pumposel.

u7 SECTION 1: METHOD OF DATA SUPPORT {Check one methed only}
1 am using the cite-all method of suppod, and have Included with this form { am using the sslective method of support {or cite-all option
D a list of companies sant offers of compensation {ihe Data Matrix form under the selective method), and have inclided with this form a
should be uged for this purpose). completed Tst of data requiremants {the Data Matrix formn must be
used}.

SECTION JI: GENERAL OFFER TC PAY

{Required if using the Cite-all method orwhen using the cite-alf option under the sefective method to satisfy one or mose data requirements)

EI | hereby offer and agree to pay compensation, lo other parsons, with regard o the approval of this application, to the extent required by FIFRA.

SECTION I1l: CERYIFICATION

| certify that this appfication for registration, this form for reregistration. or this Data-Call-In response is supported by all data submitted or cited in the
application for registraion, the form for reregistration, or the Data-Call-In response. In addibion, if the cite-all opBon or cite-all splion under the selective melhod is
indicated in Section 1, this application is supported by all data in the Agency's fles that (t} cancern the properties or effecls of this product or an identical or
substantiatly similar product, or one or more of the ingredients in this predecl; and (2} is a fype of data that would be required to be submiited under the dala
requirerments in effect on the date of approval of this application ¥ the application sought the initiat registration of 2 product of identical or similar composition angd

uses .

I | certify that for gach exclusive use study cited in support of this nagisiration o7 reraglstration, that ! am the original dala submitter or that 1 have obtained
Ihe writter: permission of the original data submitter to cite that study.

1 certify that for each study cited in support of this registration or reregtsiration that is not an exclusive use siudly, aither; {a) 1 am the originat data
submitter; (b} 1 have cblained the permission of the original data stbmitter to use the study m support of this application: (c} all periods of eligilility fo;
compensation have expired for the study; {d} the study Is i» the public literature; or (2} have nolifiad in writing the company that submitted the study arid have
offered {I} to pay compensation fo the extent required by sections 3(c}(1¥F) andfor 3{c2}B)} of FIFRA; and (i) to commence negotiations fo determene the
amaunt and terms of compensation, if any, to be paid for the usa of tha study.

1 terlify that in all instances where an offer of compensation is required, copies of all offers to pay compensation ard eridcr.ze of their delvery in
accordance with sections 3(c)(tKF) andior 3(c)(2XB) of FIFRA are avalfable and will be submitted to the Agency vpon request. Snouid 1 fail 1o nendice such
evidence to the Agency upon request, | understand that the Agency may initiate action lo deny, cancel or suspend the registration of my produutin coniormity with

FIFRA,

t certify that the statements | have made on this form and all attachments to It are trug, accurate, and cemyicto, | ackncw;!édée that any
knowingly fa]swls]ead]n g statemnont may be punishable by fine or imprisonment or both undar appticable taw.

|| signature Date Typed or Printed Name and Title
\ ) \_{3_‘/ t1/30/2010 Pean Thome, Regulatory Affairs Manager

EPA Form | 8570 -34 {12-2003} Electronic and Paper yersions available. Submn only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Fore Approved DAL No. 2070-6000

Paporwork Reduclion Act Notlee: The public reporiing burden for this collection of information is estimated (0 average 0,25 hours per response for registration activities and 0.25 hours per response

for reregistration and special review aclivities, including lime for reading the instruction snd completing the necessary forms, Scnd comments regarding the busden cstimatc or any other aspeel of this

collcction of information, including suggestions for reducing the burden 1o Dircctor OPPE {information Management Division (2137) U.S. Environmental Prolcclion Ageacy, 401 M Street, S.W.,
Washington, DC 20460, Do not serd the form 10 this address.

DATA MATRIX

Bratc: Noveniber 30, 2010 EPA Reg Mo./Filc Sytnbol 70127-6 Page1of4

Applicant’s/Registrani’s Name & Address Product

Movozymes Biologicals, Inc., 3400 Corporate Circle, Salem VA 24153 Tacgro Technreal

Ingredient  Bacithus subtifis var amyloliguefaciens Strain FZB24

Guideline Reference Guideline Study Namc MRID Number Submitter Status | Nole

Number

885.1100, 885.1200 | Description of Begmning Malcrials and Manufacluring Pracess for Taegro | New Submission | Novozymes Biclogicals, Inc, OWN
Technical (70127-6)

885.1400 5 Balch Analysis for Tacgro Technical (70127-6) New Submission | Novozymes Biologicals, Inc. OWN

830.6317 Stability Study for Taegro Technical {70127-6} New Submission | Novozymes Biologicals, Inc. OWN

885.1100, 885.1500, | Product Identification and Disclosere of Ingredieits Bacillus subiilis var, 44758101 Novozymes Biologicals, Inc. OWN
amyloliquefaciens Sirgin F2B24: TAE-022 Technical, TAE-WDG.

885.1100, 885.1200 1 Description of Beginning and Manufacturing Process Bacillus subtilis var, | 44758102 Novozymes Biologicals, Inc. OWN
amyloliquefacicns Slrin FZB24: TAE-022 Technical, TAE-WDG

885.1300 Discussion of the Formalior of Impurities Bacillus sublitis var. 44758103 Novozymes Biologicals, Inc. OWN
amyloliqucfaciens Strain FZB24; TAE-022 Tcchnical, TAE-WDG

885.1400 Lol Analysis of Bacillus sublilis var. amyloliquefaciens Strain FZB24; 44758104 Novozymes Biologicals, Inc. OWN
TAE-022 Technical, TAE-WDG: Lab Projecd Mumber: LO8743 SN23

885.1500 Centification of Ingredient Limits: TAE-022 Technical, TAE-WDG 44758105 Novozymes Biologicals, Inc. OWN

885.1100, 885.1200, | Responses 1o Question Raised Regarding MRID Numbers 44758102, 44976001

8835.1300, 885.1400, | 44758103, 44758104, and 44758105 TAE-022 Technical and WDG

885.1500 BaciHus subtilis var. amyloliquefacicns Strain FZB24

830.6302, 830.6303, | Determination of the Color, Physical State, Odor, pH, and Density of 44758106 Novozymes Biologicals, Inc. OWN

830.6304, 8347300, | Baciljus subtilis var. amyloligucfacicns: TAE-022 Technical, TAE-WDG:

230.7000 Lab Pepieci Number: 495C-101

Signature - T Name and Titke Erate

S : Bxean Thome, Regulatory Aflairs Manager 117362010

rs
EPA Foun 8570-55 T507) ElZenbale and Saper Yersions Avaibible, Submvil onty Paper version.

Agency Inirrast st Copy
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Form Apjiraved OMEB No, 2070-0050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

B

Paperwork Reduction Act Notice: The public reponting buiden for this collection of information is estimated 10 average 0.25 hours per response for registration activities and 0.25 hours per response
for reregistration and special Teview activities, including time for readmg the instruction and completing the necessary forms, Send comments regarding e burden estimate or any olhter aspect of this
colkeetion of information, including sugpestions for reducing the burden to Dircetor: OPPE Information Management Division {2137) U.S. Environmental Protection Ageney, 401 M Street, §.W.,
Washingten, DC 20460, Do not send the form to this address.

DATA MATRIX

Date; Novernber 30,2810 EPA Reg No./File Symbol 701276 Page 2 of4
Applicant’s/Registramt’s Name & Address Product
Novozymes Biologicals, Inc., 5460 Corporate Circle, Salem VA 24153 Tacgro Technicat
Ingredient Bacillns snbislis var.amyloliquelnciens Strain FZB24
Guideline Reference Guideline Study Name MRID Number Submilter i Status Note
Mumber
885.1100, 885.1200, | Response 10 Questions Raised Regarding MRID Numbers 4475102 and 44986501 Novozymes Biologicals, Inc, OWN
885.1400 4475104 TAE-022 Technical and WDG Bacillus subtilis var.

amyloliguefaciens Strain FZ1324.
£30.6302, 830.6303, { Determination of the Color, Physical State, Odor, pH, and Density of 44758107 Novozymes Biologicals, Inc. OWN
830.6304, 830.7300, | Bacillus sublilis var. amyleliquefaciens End-Use Product: TAE-022
$30.7000 Technical, TAE-WD(: Lab Project Number: 495C-103.
8853050 ToxicilyPathopenicily Testing of Bacillus subtilis var. amyloliquifacicns, | 44758108 Novozymes Biologicals, Inc, OWN
(870.1100) Strain FZB24, Following Aculc Oral Challenge in Rats: TAE-022

Technical, TAE-WDG: Lab Project Miznber: L8743 SN2
885.3050 Acute Toxicity/Limil Testing of Bacillus subiilis var. amyloliquefaciens, 44758109 Novozymes Biologicals, Inc. OWN
{870.1100) Strain FZB24, WDG End Use Product, Following Acute Oral Challenge in

Rats: TAE-022 Technical, TAE-WDG: Lab Project Number: L08743 SN§,
885.3100 Acutc Dermal Toxicity/Pathology Study of Bacillus subtilis var. 44758110 Novozymes Biclogicals, Inc. OWN
(870.1200) amyloliquifaciens, Strain FZB24, in Rabbits: TAE-022 Technical, TAE-

WD Lab Project Number: 08743 SN
§85.3100 Acutc Dermal Toxicity/Pathelogy Study of Bacillus subiilis var. 447581 H Novozymes Biologicals, Inc. OWN
{870.1200) amyloliquifactens, Strain FZB24, WDG End Use Product in Rabbits: TAE-

022 Technical, TAE-WDG: Lab Project Numbcr: L08743 SN10
8853150 Toxicity/Pathogenicily Testing of Bacillus subtilis var. smyloliquiiacicns, | 44758112 Novozymes Biologicals, Inc. OWN
{870.1300) Strain FZB24, Acuie Intratrachea] Challenge in Ratsl TAL. 022 Tcr‘lmlcal

1AE-1WDQ Lab Project Number: LO8743 SN3. -~ -~
Signature /\\ ) Namc and Title Date

Dean Thome, Regulatory Affairs Managey 11:30£2010

EPA Form 8570-3519 Mmm and Papcf"fnmm?ﬂ\'ﬂfable Submit paly Paper version, ] L R Agency Inernal Use Copy

Form Anpraved OME MNe. 1010-0050
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EPA Form 8570-15 [9.97] Electeonie and Paper Versions Available. Submit orly Paper vermon. Agenty internal Ese Copy
Ferm Appraved OME Neo. 207d-008

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Ael Nolice; The public zeporting burden for this colleclion of informalion is csiimaled o average .25 bours per response for registration activities and §.25 hours per response
for yeregisication and special revicw activitics, including time for reading the inslruction and completing the nceessary forms. Send comments regarding the burden estimate or any other aspeet of this
colleclion of information, including suggestions for reducing the burden 10 Director: OPPE Infermalion Management Division (2137) U.S. Environmental Protection Agency, 401 M Steect, $.W.,
Washinglon, DC 26460. Po nol send 1bc foem 10 This address.

DATA MATRIX
Date: November 30, 2010 EPA Reg Ne.J/File Symbol 70127-6 Page 3 of 4
Applicant’s/Registrant’s Name & Addiess Product
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Tacgre Yechnical
lugrediem  Buacilins swbilils var.anylolignefaciens Strain FZ824
Guidcline Reference Guideling Study Name MRID Number Submiller Statws | Nolc
HNumber
8853200 ToxicityPathogenicy Testing of Bacillus subtilis var. amyloliquifaciens, | 44758113 Novorymes Biologicals, Ine, OWN

Steam FZB2, Following Acute Intravenous Challenge in Rats: TAE-022
Technica), TAE-WDG: Lab Project Number: LO8743 SN4.

870.2400 Primary Eye Irrilalion Study of Baci) us subtiis var. amy o)iquifaciens, 44758114 Novozymes Biologica)s, Inc, OWN
Sirain FZB24, in Rabbits: TAE-022 Technical, TAE-WDG: Lab Project
Number: LO8743 SNG

§70.2400 Primary Eye Irvitation Stedy of Bac)us sublidis var, amy)oliguifaciens, 44758)) 5 Novozymes Biologicals, Jnc. OWN
Suain FZB24, WDG Eid Use Product in Rabbits: TAE-022 Techaica),
TAE-WDG: Lab Projeet Number: 08743 SN 1.

885.3400 Hypersensitivity Incidents Reporl Baci)us subtiis var. amy)oliquifaciens 447580)6 Novozymes Riologicals, Inc. OWN
Strain FZB24: TAE-(22 Technical, TAE-WDG,
885.3400 Sensitivity of Detection of Bacilius subtilis var. amy)oliquifaciens, Sitain 44758120 Novozymes Biolegicals, Inc.

FZB24, for Toxicity/Pathogeiicily Testing in Rats: TALE-022 Techaical,
TAE-WDG: Lab Project Number; LOS7435M1.

870.2600 Dermal Sensitizalion Swdy of Bacilus subtilis var. amyloliquifreiens. 44758117 Novozymes Biologica)s, Inc. OWN
Siwrain FZ824 in Guinea Pigs Using the Buchler Meth{d: TAE-(22
Technical, TAE-WDG: Lab Project Number: LOBT43 SNT = &

NA Potenlial Heallh Effects of Bacillus subti)is var. amy)aiquifacieiis Sleain 44758118 Novozymes Bioogicals, Inc. OWN
{\ FZ1324 A Review of Literalure: TAE-022 Technical, TAE-WDG.

or Agency Injeral Hse Copy

Signature _ o o Name and Tile Date
_ Dean Thome, Regulatory Alfairs Manager 113042010
EFA Form 857035 15-97) Elccironic and Taper Versions AVSRsie. Submit only Papetversion, T '
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Forxw Appreved OME No. 1600-0860

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W,

WASHINGTON, D.C.

20460

Paperwork Reduction Act Notice: The public reporting burdee for thus collection of information is estimated 1o average 0-25 hours per response for registration activities and 0.25 hours per response
for reregisteation and special revicw activities, including lime for reading the instruction and completing the necessary forms. Send cormments regarding the burden estimate or any other aspeet of this
collection of information, including suggestions for reducing the burden to Director; OPPE Information Managemient Division (2137) U.S. Environmental Protection Agency, 401 M Strect, 5. W .

Washinglon, DC 20460. Do not send the form 1o this address,

DATA MATRIX
Date: November 30, 2010 EPA Ecg No {File Symmbal 73127-6 Page 4 of 4
Applicant’s/Registram’s Name & Address Product
Novozymes Biologieals, 1nc,, 5400 Corporate Circle, Salem VA 24153 Taegro Technical
Ingredient  Baciflus snbilis var.amplalignefaciens Straln FZB24
Cuideline Refercnce Guideline Study Name MRID Number Submilter Staws | Note
Numbcr
B85.5200 Growth Parameters of Bacillus subtilis var, amyloliquilaciens, Strain 44758119 Novozymes Biologicals, Inc. OWN
1FZB24, al Various Temperatures: TAE-022 Technical, TAE-WDG: Lab
Project Number: L0OB743 SN25
885.4050 Bacillus sublilis var. amyloliquifaciens: An Avian Oral Pathogenicity and | 44758121 Novozymes Biologicals, Inc. OWN
Toxicity Study in the Northern Bobwhite: TAE-022 Technical, TAE-
WDG: Lab Project Number: 495-101.
8854200 Bacillus subtilis var. amyloliquifaciens: A Five-Concentration Toxicity and | 44758123 MNovozymes Biologicals, Inc. OWN
Pathogenicity Test with the Rainbow Trout (Oncoshynchus mykiss): TAE-
022 Technical, TAE-WDG: Final Report: Lab Projeet Numbey: 495A-102.
8854240 Bacillus sublilis var. amyloliquifacicns: A 21-Day Life-Cycle Toxicity and | 44758122 Novozymes Biologicals, lnc. OWN
Pathogenicily Test with the Cladoceran (Daphnia magna): TAE-022
Technical, TAE-WDG: Final Report: Lab Project Number: 435A-101.
B85.4300 Algac Growth luhibition Test--Test Anticle Bacillus sublilis Strain FZB24: | 44758127 HNovozymes Biologicals, Inc. OWN
TAE-022 Technical, TAE-WDG: Lab Project Number: 83-00-0551-00-93
885.4380 Evaluation of the Dietary Effect(s) of Bacillus subtilis var. 44758124 Novozymes Biologicals, lue. OWN
amyloliquifacicns on Honey Bee Larvae (Apis mellifera L.): TAE-022
Technical, TAE-WDG: Lab Project Mumber: CAR 167-98.
885.4380 Evaluation of the Dictary Effeci(s) of Bacillus subtilis var. 44758125 Novozymes Biologicals, Inc. OWN
amyloliquifaciens on Adull Honey Bees (Apis mellifera L.): TAE-022 : o
Technical, TAE-WDG: Lab Project Number: CAR 169-98. —
MA Bacillus subtilis var, amyloliquifaciens Strain FZB 24: An Acuie Toxicity 44758126 Novozymes Biologicals, “nc: , DWW
Study with the Earthworm in an Artificial Soil Subsirale: TAE-022
Technical, TAB-WDG: Lab Project Number: 495-102.
Signalurc HName and Titlc e Pae
Dean Thonre, Megstalosy Alars sdanager’ 183002010

"EFA Fotm 8170-18 (9-91) G}

i ardd Paper Versions Availablz  Submit ooby Paper versicn

Apenly Tarermsl H:;'E-e;x?n .
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Form Approved OB No, 1670-8008

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
v@ !

i 401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Redoctlon Act Notlee: The public reporting burden for this colleetion of information is estimated to average (.25 hours per response for registration actévities and 0,25 hours per response

for reregisiralion and special review activitics, including time for reading the instruction and completiag the necessary forms. Send comments regarding the burden cstimate or any other aspeet of this

colleetion of informatjon, including suggestions for reducing the burden to Director. OPPE Information Management Division {2137) U.S. Environmental Proteclion Agency, 401 M Street, S.W.,
Washingtoi, DC 20460, Do not send the fone to this address,

DATA MATRIX
Dalc: November 30, 2010 EPA Reg No./File Symbol 70127-6 Page 1 of4
Applicant’s/Registrant’s Name & Address Product
Novozymnes Biologicals, Inc., 5400 Corparale Circle, Salem VA 24153 Taegro Yechnical
| Ingredient Bacifhus subtilis varamyloliguefaciens Strain FZB24 _
Guideline Referenee Guideline Study Name MRID Number Subrnitter Stalus | Nole
ber
R 8 Novozymes Biologicals, Inc. OWN
Novozywmes Biologicals, Inc. QOWN
Novozymes Biologicals, Ine. QWN
Novozymes Biologicals, Inc. OWN
[l Novozymes Biclogicals, Inc. OWN
. Novozymes Biologicals, Inc. OWN
[l Movozymes Biologicals, Inc. OWN
N Novozymes Biolopicals, Ine, OWN
. Novozymes Biologicals, Inc, OWN
Name and Titke o 0 ) Date
Y Pean Thome, Repulatory Alyaiee Maraner 1173042010
EPA Form 8570-35 (8-97) Blecwronic and Paper Yersions Availette, Submit auly Paper version, Agracy baterna Use Cory
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Form Approved OME No. 2078505

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleetion of information is estimated lo average 0.25 hours per response for registration activities 2nd 0.25 hours per response
{or resegistration and special review activities, including time for reading the instraction and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
coltection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U § Environmental Protection Agency, 401 M Streel, S W,
Washington, DC 20460, Do not send the form 1o this address.

DATA MATRIX
Date: November 30, 2010 EPA Reg Mo./File Symbol 70127-6 Fage 2 of 4
Applicant’sfRegistrant"s Name & Address Produet
Novozymes Biologicals, Inc,, 5400 Corporale Circle, Salem VA 24153 Tacgro Technieat
| Ingredient Baciifus sublilis var.amyloliguefaciens Sirain FZ824
Guidcline Relerence Guideline Study Name MR D Numher Submitter Status  § Mote
MNumber
Novozymes Biologicals, Inc. OWN
Novozymes Biclogicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologicals, Inc. OWN
Novozymes Biologieals, Inc. OWN
MNovozymes Biologicals, Inc. OWN
Novozymes Biologicals, inc. .'. Ownr
Signalure Wame &nd Title Dale
5% Dean Thome, Regulatory Allairs Manager 113072010
EPA Form $570-3% {97} Ekctronic and Prpts Yersions Avalsble Svhenu oply Prpet version Agency Inteenal Use Comy

Forr Appe-wed-OMB Ne. ;C'M"a



EPA Form B570-35 (9-97) Flectronic and Baper Versions Aveilable Subton ondy Paper version,

2 401 M Street, S.W.
WASHINGTON, D.C. 20460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Agency tuternal Ure Copy
Ferm Approved OME No, 20700050

Washington, DC 20460. Do not send the fomn: to this address,

Paperwork Reduction Act Nolice: Flie publie reporting busden for this collection of information s estimated 10 average 0.25 hours per response for registration activities and 0.25 hours per response
for seregistration and special revicw activities, including tise for reading the instruction and completing the necessary fonns, Send comments regarding the burden estimate or any other aspeet of this
collection of information, including suggestions for reducing the burden to Director: DPPE Inforuation Management Diviston (2(37) 1.8, Environmental Protection Agency, 401 M Strecl, S.W.,

8¢cl

DATA MATRIX
Dalc: November 30, 2010 EPA Reg No JFile Symbol 701276 Page 3 of 4
Applicant’s/Registrant’s Name & Address Product
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Taegro Technical
Ingredicnt  Bocillus sibeilis var.amyloliguefaciens Strain FZ824
Guideline Reference Guidcline Study Name MRID Number Subminer Status | Note
Number _
B8 Novozymes Biolopicals, Inc. OWN
Novoryines Biologicals, Inc. OWN
' Novozymes Biologicals, Inc, OWN
B Novozymes Biologicals, Inc. OWN
Novozymes Biotogicals, Inc.
B Movozymes Biologicalz, lic. -QOWN
§ Novozymes Biologicals, Inc. TOWN
. Name and Title . . Date
Dean Thome, hegulsory Affais Monager 112072010

| Agerge Mrernsl Use Cony
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& 401 M Street, S.W.
WASHINGTON, D.C. 20460

Farm Approved OME Ro. 26780050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Washington, DC 20460, Do uot send the fomedo this address,

Faperwork Reduelton Act Notiee: The pubtic reporting binden for this coltection of information is estimated 1o average 0.25 hours per response for registration activitics and 0.25 hours per response
for rercgistration and spaciat review aclivities, including time foz reading the instruction and completing the necessary forms. Scod comments regarding the burden estimate or any other aspect of this
coltcclion of information, including suggestions for reducing the barden to Direclor: OPPE tnformation Management Division (21 37) U.S. Environmentat Protection Agency, 401 M Street, S W,

DATA MATRIX
Datc: November 30, 2060 EPA Reg No./Fifc Symbot 70127-6 Page 4 of' 4
Applicant’s/Registrant’s Name & Address Producl
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Taegro Technical
| Inpredient Bacillns subtills var.amylolignefaciens Sirain FZ824 )
Guideline Refercnee Guidsline Study Name MRID Number Submitter Stalus | Note
Number ]
B Novozymes Riologicals, Inc. OWN
Novozymes Biologicats, Inc. OWN
MNovorymes Biclogicals, Inc. OWN
E Novozymes Biologicals, Inc. OWN
8 Movozymes Biologicals, Inc. OWN
B Novozymes Biologicals, Inc. OWN
L _ E B Novozymes Biologicals, Inc. | OWN
= Il Novozymes Biologicals, Ine. -] GIN
Slgnarc . ‘ I Nameand Toke T | Oate
'..’ ‘B RUN Dean Thome Regularory AfTairc Marages 1302010
FPA Form 8570-35 (9.97) Gl crirosic ard Roper ¥ ersans Avatvble Su bl oMy Paper version GeiTlaleeriGaeCopy -




Memorandum

Date: R/ 0% /10

To: PM - 9a , Regulatory Manager

From: Information Services Branch, [TRMD

Your receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: E/fully accepted submission
[ partially accepted submission
[J rejected submission

140



DDED TO JACKET

REG #: 70127-6

DeSCI’! pt!OI’l . Fast track label amendment / Registration notice correction

if applicable, check all that are attached:

new stamped accepted label o
-

new CSF Q.
o

notification e
A

other:

Instructions:

Attach this sheet to the top of ALL material sent to the file room (both loose paper
and new material in jackets). This sheet will be imaged; a clear description will aid
in finding the material in the e-jacket. Remove staples from all material. If
returning loose paper then hold together with a binder or paper clip. CSFs should
be placed in the CSF folder (if returning jacket) or covered with a red CBI sheet (if
returning loose paper). Material to be returned to file room should be placed in the
appropriate bin.

Reviewer: Jeannine Kausch Date: 1/22/2010

Phone: (703) 347-8920 Division: BPPD

141



UNITED S \XTES ENVIRONMENTAL PROTECTION !‘" TNCY

€0 S, U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg.

\5“‘1 4?"5“0 Office of Pesticide Programs Number: Date of Issuance:
F B Biopesticides and Pollution Prevention Division (7511P) JAN 22 2010
3 g 1200 Pennsylvania Avenue NW
é g ennsylvania Avenue 70127-6
% 5 Washington, DC 204460

%, & Term of .

4L ppot _ Issuance: Unconditional
NOTICE OF PESTICIDE: Name of Pesticide Product:
— X Registration Taegro Technical
Reregistration -
{under FIFRA, as amended)

Name and Address of Registrant (include ZIP Code):

Novozymes Biologicals, Incorporated
5400 Corporate Circle
Salem, VA 24153

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted
to and accepted by the Biopesticides and Pollution Prevention Division prier to use of the label in commerce. In.any
correspondence on this product, always refer 1o the above EPA registration number.

[ Signaturc of Approving Oflicial:

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the Federal
Insecticide, Fungicide, and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to
protect health and the envirenment, the Administrator, on her motion, may at any time suspend or cancel the registration
of a pesticide in accordance with the Act. The acceptance of any name in connection with the registration of a product
under this Act is not to be construed as gwmg the registrant a right to exclusive use of the name or to its use if it has been
covered by others.

This registration does not eliminate the need for continual reassessment of the pesticide. If the EPA determines
at any time, that additional data are required to maintain in effect an existing registration, the Agency will
require submission of such data under section 3(¢)(2)(B} of FIFRA.

This product is registered in accordance with FIFRA section 3(¢c)}(5) and is subject to the following terms and
conditions:

1.  Submit a five-batch analysis from batches produced at the new manufacturing facility in Salem,
Virginia by February 15, 2011 (in accordance with OPPTS Harmonized Guideline 885.1400).

2. Submit two (2) copies of the final printed labeling before you release the product for shipment.
Refer to the A-79 enclosure for further description of a final printed label.

A stamped copy of the label is enclosed for your records.

r" . Date:

)LL (i e 2.,,1( JAN 2 2 2010

W. Mlchag[McDawt Adsociate Dl>ector 4 i
Biopesticides and Pollution Prevention Divisi J

EPA Form 8570-6 SONCURNENCES
symsoL Py Lasue f5_[_h(/ --------------------------------------------------------------------------------------------------------------------
SURNAME [ Lemnsen (ZA(._/\, )!_ -------------------------------------------------------------------------------------------------------------------------------
W Blaijazjzee | oy LTJI OFFICIAL FILE COPY
=PA Form 13201A (1/80) | Printed on Recycled Paper

2 1.5, Governtent Printing Office: 2005

206899 {mac)



Mr. Thomas Schreier

UNIT!  3TATES ENVIRONMENTAL PROTECTIO  GENGY

JAN 2 2 2010

Regulatory Affairs Manager
Novozymes Biologicals, Incorporated
5400 Corporate Circle

Salem, VA 24153

Re:

Dear Mr. Schreier:

Novozymes Biologicals, Incorporated; Taegro Technical

EPA Registration No. 701276

Registration Notice Correction Request / Minor Label (*Fast Track”) Amendment
Submissions dated 01/29/2008 and 08/03/2009

Decisions #389764 and #418264

The Agency has reviewed your request to amend the subject product registration, which
included the following changes to the product label:

1) Correction of minor formatting and typographical errors.

2) Conversion of the product brand name from “TAE Technical” to “Taegro
Technical.”

3) Removal of the Spanish signal word (“AVISO”) and Spanish statement (“Si usted
no entiende la etiqueta, busque a alguien para que se la explique a usted en
detalle.”), along with its associated English translation (“If you do not understand
the label, find someone to explain it to you in detail.”), as this product is not
subject to the Worker Protection Standard.

4) Addition of a referral statement should the Precautionary Statements occur on the
container in a location other than the front panel.

5) Adjustment of “Net Contents:” to “Net Weight:” given that the product is a dry
formulation,

6) Modification of the EPA Establishment Number from “70127-VA-006” to
“70127-VA-010.”

7) Modification of the First Aid and Hazards to Humans and Domestic Animals
statements so that they coincide with the toxicity categories obtained from the
sypporting data.

8) Addition of manufacturing-use product specific statements to the Directions for
Use.

9) Revision of the Storage and Disposal statements, in accordance with Pesticide
Registration (PR) Notices 2007-4 and 83-3, to match the product’s specified
container type.

CONCURRENCES
swieoL B> SR Wit IR0 RSSO RO OSSN NESPTSIOOUOIN NI
cumAME B . {?/L\L ............................................
DATE BB ) 122 2000 J 12 e
EPA Eorm 1320-1A (1/90) ' Printed on. Recycled Paper oFFidaL FiLE CoPY

= (L8 Government Printing Office; 2005

206809 {mac)



Mr. Thomas Schreier -2~
EPA Registration Number 701276

In addition to the label amendment, you also requested a revised registration notice (J.
Messina to S. Reilly; letter dated January 29, 2008) due to a mistake made on the Agency’s part,
which resulted in the incorrect application of particular conditions to this product in the notice of
pesticide registration dated February 12, 2007. This processing error has been acknowledged and,
accordingly, the Agency has corrected and is reissuing the registration notice for Taegro Technical.

The changes referred to on the previous page, submitted in connection with registration under
Section 3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), are acceptable

provided that you:

1} Submit two (2) copies of your final printed labeling before you release the
product for shipment. Refer to the A-79 enclosure for a further description of a
final printed label.

Your release for shipment of the product bearing the amended labeling constitutes acceptance
of this condition. If you have any questions, contact Jeannine Kausch at 703-347-8920 or by email

at kausch.jeannine@epa.gov.

The corrected registration notice and a stamped copy of the label are enclosed for your
records.

Sincerely,

______ ;zw@{( ( 0L Q

Sheryl K. Reilly, Ph.D., C
Microbial Pesticides Branch :
Biopesticides and Pollution
Prevention Division (7511P)

Enclosures (3):

- Unconditional Registration: Notice
- A~79 Enclosure

- Acceptable Label

144



TAEGRO Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacillus subtifis var. amyloliquefaciens Strain FZB24* .......cocvveennn.. 73.3%
O THER INGRE DI EN T G e et r e ettt et e e 26.7%
O A e et et e 100.0%

*Contains 5.0 x 10" Colony Forming Units [(CFU)J/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING

[See additional precautionary statements on the [side/back] panei]
[This statement will be inserted if the label is printed on more than one sheet]

Net weight: [Actual value to be inserted, generally from 160 {o 500 ib.]

Novozymes Biologicals, Inc.
5400 Corporate Circle, Salem, VA 24153

1-800-342-6173 ACCEPTED

WWw.novozZymes.com

oo i U S A JAN 2 2 2010
age In U.o.A. .

ndh . .
EPA Reg. No. 70127-6 and Rodenticide Act, a8 merdon o
EPA Est. No. 70127-VA-010 the pesticide registered under

EPA Reg. No. 75127- 6

Not for sale or use after: [Date to be inseried]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear,
and a dust/mist filtering respirator meeting NIOSH standards of at least N-95, R-85, or P-
95 when handling this product. Repeated exposure to high concentrations of microbial
proteins can cause allergic sensitization. Harmful if absorbed through skin, inhaled, or
swallowed. Avoid breathing dust. Wash thoroughly with soap and water after handling and
hefore eating, drinking, chewing gum, using tobacco, or using the toilet. Remove and
wash contaminated clothing before reuse.

070127-00006.20100121. TaegroTech Page 1
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FIRST AID

IF IN EYES:

Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

Call a poison control center or doctor for treatment advice.

IF ON SKIN OR
CLOTHING:

Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for freatment advice.

IF INHALED:

Move person to fresh air.

If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.
Call a poison control center or doctor for further treatment
advice.

IF
SWALLOWED:

Call a poison control center or doctor immediately for treatment
advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control
center or doctor.

Do not give anything by mouth to an unconscious person.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or
doctor, or going for treatment. You may also contact 1-800-222-1222 for emergency

medical treatment information.

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority has been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-8300.

070127-00006.20100121. TasgroTech Page 2
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DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in @ manner inconsistent with its
labeling.

For formulation imo fungicide products intended for use infon crops and ornamental
plants. This product may be used o formulaie products for additional uses not listed on
the manufacturing-use product (MP} label if the formulator, user group, or grower has
complied with US EPA data submission requirements regarding the support of such uses.

WARRANTY: Novozymes Biologicals warranis that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary o the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage and disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Do not freeze or expose to temperatures above
80° F. Close opened containers tightly. Store in a cool, dry place and use within one year.

PESTICIDE DISPOSAL
Wastes resulting from the use of this product must be disposed of on site or at an

approved waste disposal facility.

CONTAINER HANDLING
Nonrefillable container. Do not reuse or refill container.

Completely empty bag info formulation equipment. Then offer for recycling if available or
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and
locatl authorities, by burning. If burned, stay out of smoke.

[Note to reviewer: The "Not for sale or use after (date)” is to serve as the bafch code.}
[Note to reviewer: This product is sold in large plastic bags contained in cardboard

frames.]

070127-00006.20100121. TaegroTech Page 3
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ROUTING AND TRANSMITTAL SLir

Date:

0172212010
TO: (Name, office symbol, room number, building, Agency) E P i
heryl Rei T ([~
Sheryl Reilly Qf’f ([, 1
Action File MNote and
Return
Approval For Clearance Per
Conversalion

As Requested

For Correclion

Prepare Reply

Circulale For Your Informalion See Me
Comment Investigate X | Signature
Coerdination Justify X Concurrence

REMARKS

Fast track label amendment and registration notice correction
for Taegro Technical (EPA Reg. No. 70127-8)

**Please see the letter for a complete list of revisions made to
this label during the course of the latest review.

**Checklists associated with this action are also enclosed and
can be found on the left-hand side of the folder.

{30 NOT use this form as a RECORD of approvals, concurrences, disposals,
clearances, and similar actions.

FROM: (Name, org. symbol, Agency/Posl) gloom No.-
dg.

5-8931
Jeannine Kausch Phone No.

(703) 347~
8920
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Label Review
Elle Symbol: _Jolz27-6  Date: o%/ o2 / 2009 Reviewer._ I, tEauSckH

/Both 1 LEGod  /NonmEood  sBoth
a3 7ACDEm: 3 FAginkl: 3 JEyelit: 2 -??Sfﬁi':ﬂ'lffﬁ???:

- i8iteruse)

Label Requirement Acceptable | Not Acceptable | N/A | Comments LRM3
Recommendations

Restricted Use Pesticide {| — | ———7— ™ Ché

Product Name w - | Pg12-3

Compnhy Name and Info h N | Pg 15-1

Identification Numbers > Ch14

Net Contents e . ,ﬂhi;::ﬁﬂ” Chi7

Ingredients Statement X Chs

Label Claims - | Pgs 4.5, 5-7
3 | 11-10 & Ch 12

Alternate Fbrm ula < 5-12 R

Label Requirement Acceptabie Not N/A | Comments LRM3
Acceptable Recommendations

KOROC 31&9

> 7-3&%4
. - ’ it b PreeSleis
' Signal Word S iisteny | Ch3Ch7
> . 7 Ch 10

General Heading : Ch7

>PRECAUTIONARY

STATEMENTS= ~«

First Aid (PRN 20001-1) w B Entee VoAl _"{ Ch3&7

Hazards to Humans 7 PPE -specibic Ch3, 73

and Domestic Animals

. % |
PPE (WPS) Ch7, Pg7-
Engineering Controls 12
. * | Pgs 10-4, 15

User Safety Ch10

Requirements | X

User Safety Ch10

Recommendations Vi

Environmental Hazards" v _ _ Chsg

Physical and Chemical | Pg 3-4.

Hazards X Che0




 for USE (FIFRA Text, WPS pli Stoyage ahd Dispossl,

Caomments

Label Reguirement Acceptable Not N/A LREAT
Accepiable Recommendations

Header >Directions for 10-16

Use= e |

Violation of Federal Law Minor #)\'J vstr-ent 10-26, 11-7 T

text M

WPS Text Ch 10, 7-1

(PPE) X 7-11

1 Non-WPS Text >( 7-12,Ch 10
i 266874 _
Storage and Disposal v Pe tohte 2007 11-16, Ch 13
__ Directions{or Use (General Instiuétions aiid Informat

Label Requirement Acceptable Not Wa | Comments LRM3

Acceptable Recommendations
- General Instructions and Min S peedie

Sub-Header S

Chernigation / Prohibition K PRN

REL % Pg10-20

Label Requirement Acceptable: Not N/A | Comments LRM3
Acceptable Recommendations

General Info. (non-site

specific info. on uses, pesls,

mixing, and leadirig, tank mixing,

ete.) b

General Precautions and

Restrictions %

_ Directionsforlse

Directions for Appiication Ve
 Waranty nformation

Consistency with label W 12-6

instructions i

Not false or misieadmg ‘x’

: "The warranty seC“tlon con_’;ams an overiy broad staternent concernmg llmttations pf_lia'm]ity As




BPPD Label Amendment Checkli:
Fast Track ¥
EPA Reg. No.: 70127-6 RAL: J. Kausch Application Date: 08/03/2009

i

A}V\”\ & fw
m»»wm

1. Apphcatlon Form (EPA Form 8570 1) signed & complete mcludmg package type? IF NO, STOP! Call §
applicant and have them correct application and resubmit.

2 Final printed labeling received for previous action? IF NQ, STOP! E-mail applicant and request final E
.} printed labeling (FPL). *These have been requested and registrant confirmed he will provide them (see
-1 email dated 01/22/2010).

3. | Data and Data Matrix present. (EPA Form 8570-35) NA
I Fast Track, check to see if original registration supported by data, formulators exemption, etc.

a. | Using Selective Method? [IF NO, SKIP te item 4 and note that data matrix should be used for the cite-
all method to indicate the companies to whom offers of compensation were made.]

b. | Complete Data Matrix supporting both the product registration and the proposed amendment. Minimuin
Data Matrix for registration includes: Product specific Acute Toxicity and Product Chemistry data, plus
Efficacy data for public health pests claimed on label.

c. | Adequate product specific data?

Registered source used for active ingredient? IF YES, SKIP to ITEM 4. (If active ingredient is from a
registered source (manufacturing-use product), generic data should be satisfied by registered source.) If NO
or if use not supported by registered source, generic data is necessary.

e. [ If new data submitted: data passed PR Notice 86-5 for formatting and MRID # assigned?
Public copy of Data Matrix provided? (PRN 98-5)

4. | Certification with Respect to Citation of Data present. (EPA Form 8570-34): See 40 CFR 152.80-98 and
PR Notice 98-5 {If nno data are required or submitted, a Certification with Respect to Citation of Data form isn’t needed.

This is often true for minor amendments. NA M

a. | Did applicant check a Method of Support?
b, | General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method?
c. | Is the form signed and dated?
d. | Check form and Data Matrix. Are Exclusive Use data cited from other sources?
IF YES, is the required authorization letter included in application? NA[1
5. | Label(s) Review Date of I.abel Review: 08/03/2009

a. | Label(s) in conformance with current Label Review Manual and appropriate REDS.

Labeling statements and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable
waivers). Acceptable efficacy studies support public health pests claimed on label.

Nominal concentration of active ingredient shown in ingredients statement.
Viability included as sub-statement of Ingredient Statement (if live microbial, i.e., cfu/gram).

Storage and disposal instructions agree with container types listed on application form. *changed to bags
Unigue Product Name for Same Company (Check OPPIN).

Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or wheat
commodities? If YES, RAL must evaluate label use directions for compliance with 4¢ CFR 180.1071.

h. | Does label bear ‘“National Organic Program” (PR Notice 2003-1) or OMRI claims?
If YES, National Organic Program or OMRI claims approved by Chris Pfeifer? (see NOP/OMRI checklist)

wi—=jo 0

i. | Labeling is acceptable. Corrections or changes are NOT necessary. §

J. | Comments:

—

(@1]

—

Internal BPPD Guidance Document -~ Other liems May be Required



RE: Label Comments/Revisions for Taegro Technical (#70127-6) i3
Jeannine Kausch to: TASC (Tom Schreier) 01/22/2010 10:05 AM

Hi Tom,

You can address your cover letter to me but be sure to send the package to one of the locations below,
depending on whether it is sent via mail or by courier:

1) Mail

Pocument Processing Desk

Office of Pesticide Programs {7504P)
U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460

2) Courier

Bocument Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

Also, in your cover letter, please make a note that you are submitting the final printed labels as requested
by the Agency in the original January 20, 2000 registration notice,

Thanks,
Jeannine _
"TASC {Tom Schreier)” Hi Jeannine, | will send the labels in. Who... 01/22/2010 08:19:15 AM
From: "TASC (Tom Schreier)" <tasc@novozymes.com>
To: Jeannine Kausch/DC/USERPAAIS@EPA
Date: 01/22/2010 08:18 AM
Subject: RE: Label Comments/Revisions for Taegro Technical (#70127-6)

Hi Jeannine,
T will send the labels in. Who should I address them to?

Tom

Best Regards
Tom Schreiexr
Regulatory Affaixs

Novozymes Biologicals, Inc.
5400 Corporate Circle

Salem VA 24153 United States
Phone: +1 540 302-1186
Mobile: +1 540 556-7086
E-mail: tasc@novozymes.com
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Novozymes Biclegicals, Inc. {reg. no.:54-2042079). Registered address:
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 23060-6802,
United States of America

This e-mail (including any attachments) is for the intended addressee(s) only
and may contain confidential and/or proprietary information protected by law,
You are hereby notified that any unauthorized reading, disclosure, copying or
distribution of this e-mail or use of information herein is strictly
prohibited. If you are not an intended recipient you should delete this e-mail
immediately. Thank you.

~~~~~ Original Message-----

FProm: Kausch.Jeannine@epamail.epa.gov [mailto:Kausch.Jeannine@epamail.epa.gov
]

Sent: Thursday, January 21, 2010 6:06 PM

To: TASC {(Tom Schreier)

Subject: Fw: Label Comments/Revisions for Taegro Technical (#70127-6)

Hi Tom,

One last thing I noted as missing that usually goesg along with our
checklist for final processing of label amendments...Would you mind
submitting (te the document processing desk) 2 copies of the final
printed labeling that you have been using on your Taegro Technical
containers for the past several yvears? The original registration notice
from January 2000 asked for copies, but these were never submitted to
the Agency as regquested.

Let me know 1if you have any guestions about this. I will still proceed
with the label amendment as mentioned below, but I wanted to ensure that
I close the loop completely for this product.

Thanks,

Jeannine
wwwww Forwarded by Jeannine Kausch/DC/USEPA/US on 01/21/2010 05:03 PM

From: Jeannine Kausch/DC/USEPA/US.

To: "TASC (Tom Schreier)" <tasc@novozymes.com>

Date: 01/21/2010 04:12 PM

Subiect: RE: Label Comments/Revisions for Tasgro Technical {(#70127-6)
Hi Tom,

I've looked over the label and everything that you've updated appears to
be fine. I will probably get around to drafting an acceptance letter
tomorrow and pass it up to management shortly thereafter Look for
another update sometime next week.

Thanks again for the prompt response,

Jeannine
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From: "TASC (Tom Schreier}" <tasc@novozymes,coms

To: Jeannine Kausch/DC/USEPA/USEEPA
Date: 01/21/2010 11:29 AM
Subject: RE: Label Comments/Revisions for Taegro Technical (#70127-6}

HI Jeannine,

Please find attached a corrected label in word format. There have been
some changes to our procedures that I have incorporated into this label.
Cur product packaging has changed from reusable plastic to plastic bags
in a cardboard frame on pallets. I believe that I used the correct
statements to support this, but please check. I have also changed the
establishment number. All other changes are as you described.

Thank you for all of your help.

Tom

Best Regards
Tom Schreier
Regulatory Affairs

Novozymes Biologicals, Inc.
5400 Corporate Circle

Salem VA 24153 United States
Phone: +1 540 302-118¢
Mobile: +1 540 556-708%6
E-mail: tasc@novozymes.com

Novozymes Bilologicals, Inc. (reg. no.:54-20420792). Registered address:
Commonwealth Legal Service Corporation, 4701 Cox R, Glen allen, VA
23060-6802, United States of America

This e-wail {including any attachments) is for the intended addressee(s)
only and may contain confidential and/or proprietary information
protected by law. You are hereby notified that any unavthorized reading,
disclosure, copying or distribution of this e-mail or use of information
herein is strictly prohibited. If you are not an intended recipient you
should delete this e-mail immediately. Thank you.

----- Original Message-----

From: Kausch.Jeannine@epamail.epa.gov [
mailto:Xausch.Jeannine@epamail . epa.gov]

Sent: Monday, January 18, 2010 1:50 PM

To: TASC {Tom Schreier)

Subject: Fw: Label Comments/Revisions for Taegro Technical (#70127-6)
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Hi Tom,

| apologize for hassling you, but | have not heard back from you with regard to the corrections for the
Taegro Technical (#70127-6) label. As this particular action was assigned a "90-day” amendment code
back in August 20089, it will be overdue by nearly 3 months at the beginning of February, Unfortunately, if |
do not get a response back from you by the end of this week {i.e., January 25th}, | will have to initiate a
75-day letter and provide you a list of corrections formally via regular mail.

Thanks,

Jeannine

From: Jeannine Kausch/DC/USEPA/US

To: TASC (Tom Schreier) <tasc@novozymes.com>

Date: 11/03/2009 12: 18 PM

Subject: Fw: Label Comments/Revisions for Taegro Technical {#70127-8)
Hi Tom,

Just checking in with you in regards to the label comments that | provided for your Taegre Technical
product (#70127-6) back in August. Please let me know if you have any questions about the suggested
revisions.

Thanks for your attention to this matter.

Regards,

Jeannine
— Forwarded by Jeannine Kausch/DC/USEPA/US on 11/03/2009 12:14 PM -----

From:; Jeannine Kausch/DC/USEPA/US

To: TASC (Tom Schreier) <tasc@novozymes.com>

Date: 08/03/2008 11:24 AM

Subject; Label Comments/Revisions for Taegro Technical (#70127-6)
Hi Tom,

As | mentioned during our phone conversation last week, | am attaching my commenis for the Taegro
Technical label {(#70127-6). Based on what | can find in the documentation that was provided to me, it
looks like you sent in the request for the label amendment back in November 2008l My sincere apologies
that this is the first time someone from the Agency is getting back to you with regard to this submission.
However, now that I've gene through it, | don't believe it will take an extraordinary amount of time to revise
the label and get a proper response back to you.

L.et me know if you have any questiens about my label comments. You can submit your updates to me via
email.

Thanks,
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TAEGRO Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacilius sublifis var, amyloliquetaciens Strain FZB24* ....................... 73.3%
OTHER INGREDIENT S ..ottt et eee e et e e s et s tabe e e s rmm e e s eaneeremaeeeeasemanrasrsesossntees 26.7%
LI 7 ] OO U SO U SO PR T SO PR O P OPORIRRRIT ..100.0%

*Contains 5.0 x 10" Colony Forming Units [(CFU)J/gram.

KEEP OUT OF REACH OF CHILDREN

WARNINGAVISO

Si usted no entiende la etiqueta, busque a alguien para que se la explique a usted en
detalle. (If you do not understand the label, find someone fo explain it to you in detail.)

&

Eet contents: alue to be inserted, generally from 15 to 500 gal]

Novozymes Biologicals, Inc.

5400 Corporate Circle » Salem, VA 24153
1-800-342-6173+
wWww,novozymes.com/roots

Made in U.S.A.
EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-006

Not for sale or use after: [Date to be insérted]

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
ARNING - Causes substantial but temporary eye irritation. Avoid contact with eyes.
Wear protective eyewear such as goggles, face shield or shielded safety glasses. Harmful
if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash thoroughly
with soap and water after handling and before eating, drinking, chewing gum, using
tobacco or using the toilet. Remove and wash contaminated clothing before reuse.

Page 1
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Summary of Comments on Microsoft Word -
TAEGRO-Technical.doc

Page: 1

Sequence number: 1

Author: jkausch

Subject: Comment on Text

Date: 8/3/2009 6:04:57 AM 0400

T The Spanigh translation for the signat word, as well as the statement about asking for help, are not required for the manufacturing
use product because it is not coveraed under the Worker Protection Standard. However, if you believe this translation will be helpful
for a majority of the product’s users, then you may leave this as is.

Sequence number; 2

Author: jkausch

Subject: Note

Date: 8/3/2009 9:09:45 AM -04'00'

2 iUnder the signal word, please place a statement refernng the user to another part of the container for the precautionary statements.

}
*For example:

See additional precautfonary statements on the [side[[back] panel,

Sequence number; 3

Autior: jkausch

Subject: Comment on Text

Date: 8/3/2009 9:13:45 AM -04'00'

T Is this an accurate statement? The EPA Form 8570-1 states that this produet will be packaged in 250 or 500 gallon plastic
containers. Please update as necessary. Also, the weight or contents of the containers should fit the physical state of the
formulation {e.g.. if this is a solid, it might be packaged in 200 pound containers).

Sequence number. 4

Author: jkausch

Subject: Comment on Text

Date: 8/3/2009 7:52:17 AM -04'00

T If this technical product is a solid, please change to "Net Weight™. If this technical product is a liguid, you may leave this as "Net

Contents:",

**L RM Chapter 17, Section |l

Sequence number: 5

Author: jkausch

Subject: Comment on Text

Date: 8/3/2009 8:16:54 AM -04°00'

T Based on the toxicological profile for the technical (dermal tox - lll, dermal irritation - 11, oral tox - [ll, inhatation - lI, eye irritation - I,
and sensitization - not a sensitizer), this section should be the following:

WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not get in eyes, on skin, or on clothing. Wear
coveralls worn over siort-sleeved shirt and short pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective
eyewear, and a dust/mist filtering respirator meeting NIOSH standards of at least N-85, R-95, or P-85 when handling this product.
Repeated exposure to high concentrations of microbial proteins can cause allergic sensitization, Harmful if absorbed through skin,
inhaled, or swallowed. Avoid breathing dust. Wash thoroughly with soap and water after handling and before eating, drinking,
chiewing gum, using tobacco, or using the toilet. Remove and wash contaminated clothing before reuse.

**+t RM Chapter 7, Section lH{D}
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[IRST AID

IF IN EYES: » [Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

s Call a poison control center or doctor for treatment advice.

IF o Call al2loison Control Center or doctor immediately for treatment
SWALLOWED: advice.

o Have person sip a glass of water if able to swallow.

o Do not induce vomiting unless told to do so by the poison control
center or doctor.

Do not give anything by mouth to an unconscious person.

[F ON SKIN OR « Take off contaminated clothing.

CLOTHING: » Rinse skin immediately with plenty of water for 15-20 minutes.
o Call a poison control center or doctor for treatment advice.

IF INHALED: Bl Move person to fresh air.

If person is not breathing, call 911 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth if possible.

HOT LINE NUMBER

Have the product container or label with you when calling a poison confrof center oroctor
or going for treatment. You may also contact 1-§00-222-1222 for emergency medical
treatment information.

ENVIRONMENTAL HAZARDS

Do not discharge effiuent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters uniess in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority has been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS
For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

Page 2
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Page: 2

Sequence number: 1

Author: jkausch

Subject; Comment on Text

Date: 8/3/2009 7:35:18 AM -04'00'

T Restructure this First Aid box so that the routes of exposure of most concern are listed at the top of the box and those of least
concern are listed near the bottom. In this case, the order from top to bottom should be a) eye statements, b} skin statements, ¢}
inhalaticn statements, and d) oral statements.

*LRM Chapter 7, Secticn llI{F}{3}

Sequence number: 2

Author: jkausch

Subject: Comment on Text

Date: 8/3/2009 7:53:28 AM -04'00'

T Please remove the capitalization from “"poison control center.”

Sequence number; 3

Author; jkausch

Subject: Comment on Text

Date; 8/3/2009 7.55:18 AM -04'00°

T Please insert 2 3rd bullet beneath these two bullets:

Call a poison control center or doctor for further treatment advice.

**|.RM Chapter 7, Section llI{F), Table

Sequence number: 4

Author; jkausch

Subject; Comment on Text

Pate: 8/3/2009 7:30:33 AM -04°00'

T Please insert a comma after "doctor.”

160



DIRECTIONS FOR USE

Itis a violation of Federallthw to use this product in a manner inconsistent with its labeling.

or formulation into pesticide products. The user is responsible for registering products
made from TAEGRQ Technical with the appropriate regulatory authorities.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms te the chemical description on the label and when used according to
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of
this product assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer's sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TO DO SO.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage 2 disposal.

PESTICIDE STORAGE
TAEGRQ consists of living microbes. Do not freeze or expose to temperatures above
80° F. Close opened containers tightly. Store in a cool, dry place and use within one year.

PESTICIDE DISPOSAL

o avoid wastes, use all material in this container by application according to label
directions. If wastes cannot be avoided, offer remaining product to a waste disposal
facility or pesticide disposal program (often such programs are run by state or local
governments or by industry).

BloNTAINER DISPOSAL
Refillable container. Refill this container with pesticide only. Do not reuse this container
for any other purpose.

Cleaning the container before final disposal is the responsibility of the persen disposing of
the container. Cleaning before refilling is the responsibility of the refilier.

@o clean the container before final disposal, empty the remaining contents from this
container into formulation equipment. Fill the container about 10% full with water. Agitate
vigorously for 2 minutes. Pour rinsate into formulation equipment. Repeat this rinsing
procedure two more times.

Page 3
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Page: 3

Sequence number; *

Author: jkausch

Subject; Comment on Text

Date: 8/3/2002 7:23:56 AN -04'00
T Please capitalize.

Seguence number; 2

Author: jkausch

Subject: Comment on Text

Date: 8/3/2009 9:10:48 AM -04'00'

T These statements could be a little more specific. Perhaps, try something like the following:

Faor formulation into a [type of pesticide] for use infon {list use patterns and sites|. This product may be used to formulate products
for additional uses not listed on the manufacturing-use product (MP} label if the formulator, user group, or grower has complied with
US EPA data submission requirements regarding the support of such uses.

*“*t RM Chapter 11, Section V(A}

Sequence number: 3

Author: jkausch

Subject: Comment on Text

Date: 8/3/2008 7:02:19 AM -04'00
T Please change to "and."

**LRM Chapter 13, Section lll

Sequence number: 4
Author: jkausch
Subject: Comment on Text

Date: 8/3/2002 7:03.43 AM -04'00°
Ti am going to ask that you go back to the older "Pesticide Disposal” statement for this product only. Because this is a
manufacturing-use product and there really are no instructions for applying the product, please use the following statement in lieu of

the current statements:

Wastes resulting from the use of this product must be disposed of on site or at an approved waste disposal facility.

**| RM Chapter 13, Section V(C)(1)

Sequence number: 5

Author: jkausch

Subject: Comment on Text

Date: 8/3/2002 7:02:08 AM -04'00°

T Please change to "CONTAINER HANDLING."

**|.RM Chapter 13, Section V{C){2)

Seguence number: &
Author: jkausch
Subiect: Comment on Text
Date; 8/3/2009 7:12:32 AM -04'00'
! am fine with these directions (as they are mostly in accordance with the standard instructions mentioned in 40 CFR 156.156(b)2)

{iin; however, please just check that the addition of water to whatever is being formulated will not cause any issues with the
resulting product's compaosition, efficacy, etc.
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Note to reviewer The “Not for sale or use after (date)” is to serve as the batch code ]
[Note to reviewer: This product is sold in large plastic totes.]

File:
70127-00006.20081121v001.Taegro Technical.pdf

Page 4
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Page: 4

Sequence number: 1
Author: jkausch
Subject Comment on Text

Date: 8/3/2008 7:07:36 AM -04'00/
Although the "not for sale or use after (date)" may be needed on this Jabel, the batch code is not required under the regulations

Tbecause you have noted that this product is packaged in a refillable container. Batch codes only apply to non-refiliable containers.

You may remove this clanfying statement.

**40 CFR 156.140{a){4)
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ﬁ3-Aug-2009 5

mend to change primary name to Taegro Technical, update first aid
stements and containet dispozal language.
nicte: application dated 11721/08)

3-fug-2002 [

Prirt Letter

Enter More Information

Tracking

View/Edit |
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novozymess

Rethink Tomorrow

November 21, 2008

Taegro Technical
EPA Registration No. 70127-6
Name Change and Label Revision

Shanaz Bacchus

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs {(7504P)
Document Processing Desk (AMEND)

U.S. Environmental Protection Agency

Room $-4200, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

Dear Ms. Bacchus,

In response to your e-mail dated 19 November 2008, Novozymes Biologicals is pleased to submit a
request for a change of name for the product TAE Technical, EPA Registration Number 70127-6. To
support this action Novozymes is submitting a revised label that includes this change.

Product Name:
e Old Name: TAE Technical
* New Name:  Taegro Technical

Please find enclosed the following documents:

¢ One copy of EPA form 8570-1, Application for Pesticide,
» Three copies of the revised label.

if you have any questions or need any assistance in this matter, please contact me in Roanoke VA at (540)
302-1186 or by e-mail at: tasc@novozymes.com.

Sincerely,

. C -

Thomas Schireier
Regulatory Affairs Manager
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Plasso roxd instructions on revarse bofors _iplating form. EormApplo  _ OMB No, 2070-0080

P United Stetos Registration OPP Idantifior Number

WEPA Environmental Protection Agency Amendment
Washington, DC 20450 x | Other
Application for Pesticide - Section |
1. Compeny/Product Numbor 2. EPA Product Managar 3. Proposed Ciessification
70127-6 Shanaz Bacchus
4. Company/Product (Name) X PMF D None |:| Reotricted
Novozymes Biologicals / TAE Technical / Taegro Technical
5. Name and Addrees of Appiicant flnclude ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3{c)(3)
{bi{il, my preduct is similar or igentical in composition and iabeling

Novozymes Biologicals Inc.

5400 Corporate Circle to:
Salem, VA 24153 EPA Reg. No.
D Check if this is & new addrass Product Name
Section - lI
|:| Amandment - Expiein bafow, " Finat printed labeis in response to
Agency letter datad
I:] Resubmiasion Jn rasponse to Agencyfetterdated . . . . .. *Me Too" Applicatien,

D Notification - Explain balow. . Othar - Explain below.

Expi{anation: Use sdditional pegels} If necessery. {For section { end Saction Il.}

1. Request that the name TAE Technical be changed to Taegro Technical,
2. Revised labeling to support this name change, updated first aid statements, and container disposal is also being submitted.

Section - il

1. Material This Product Wiii Bs Packaged In:
Chitd-Resistant Packaging Unit Packaging Watar Solubis Peckeging 2. Types of Container
. Yes” . Yos . Yoo Maetal
X Plestic
Neo No No Giaos

;ecgsgﬁ;n?tg?f must Er\i‘t{?’:ckaoing wt, ?:l‘;t%l?l‘!rﬂf gec{sce wgt r::ﬁt%?r:w ':):ﬂ:: {Spacify]
3. Locetion of Not Contents information 4, Sizeis} Retail Container : 5. Locstion of Labst Direction®
D Label Container 250 0r 500 gai' g: t::::ing accompanying product
6. Manner in Whioh Lehel ie Affixed to Product < E;ggrqrtmcd D Other
Stenciled
Section - iV

1, Centact Point {Cornplete ltems directly below for identification of individual 1e be contacted, # necessary, to process this sppiication.)

Name Thomas Schreier ‘IR'ltlo | o Telophone Nn. {inciide Area Code)

tasc@novozymes.com egulatory Affairs Mgr, (540) 302-1186
Certification ... |8 Dato Appiication

| cartify that the statemants | have made on this form and all ettachments therato are trus, accurate snd crmplats, Racelvad
| ecknowiadge thet sny knowingly folse or mislesding statomant may be punishebis by fino or imprisonmaent or fStamped)
beth undsr applicebie taw.

2. Signature 7 3. Titla

- S / = Regulatory Affairs Manager

A, C e o

4. Typed Neme &. Dete

Thomas Schreier 11/21/200B

EPA Form 8570-1 {Rev. 8-94] Provicus editions ero obsolote. Whits - EPA Flls Copy {original) YOIITB?A\ppIIcam Copy



TAEGRO Technical

For manufacturing purposes only

% wiw
ACTIVE INGREDIENT: Bacillus sublilis var. amyfoliquefaciens Strain FZB24* ... 73.3%
OTHER INGREDIENTS .ottt et bt e st st s e tea s e e 26.7%
1] <= | I U U RSO UO RO OURRRTTO 100.0%

*Contains 5.0 x 10" Colony Forming Units [(CFU))/gram.

KEEP OUT OF REACH OF CHILDREN

WARNING/AVISO

Si usted no entiende la etiqueta, busque a alguien para que se la explique a usted en
detalle. (If you do not understand the label, find someone to explain i to you in detail.)

Net contents: [Value to be inserted, generally from 15 to 500 gal}

Novozymes Biologicals, Inc.

5400 Corporate Circle » Salem, VA 24153
1-800-342-6173+
www.novozymes.com/roots

Made in U.S.A.
EPA Reg. No. 70127-6
EPA Est. No. 70127-VA-006

Not for sale or use after: [Date to be inserted}

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
WARNING - Causes substantial but temporary eye irrtation. Avoid contact with eyes.
Wear protective eyewear such as goggles, face shield or shielded safety glasses. Farmful
if absorbed through skin, inhated or swallowed. Avoid breathing dust. Wash thorcugh'y
with soap and water after handling and before eating, drinking, chewing gum, using
tobacco or using the toilet. Remove and wash contaminated clothing befcre reuse.

FPage 1
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FIRST AID

IF IN EYES: ¢ Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

e Call a poison control center or doctor for treatment advice.

IF o Call a Poison Control Center or doctor immediately for treatment
SWALLOWED: advice.

o Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control
center or doctor.

¢ Do not give anything by mouth to an uncenscious person.

[F ON SKIN OR o Take off contaminated clothing.

CLOTHING: o Rinse skin immediately with plenty of water for 15-20 minutes.
¢ Call a poison control center or doctor for treatment advice.

[F INHALED: o Move person to fresh air.
o If person is not breathing, call 911 or an ambulance, then give

artificial respiration, preferably mouth-to-mouth if possible.

HOT LINE NUMBER

Have the product container or label with you when calling a poison control center or doctor
or going for treatment. You may also contact 1-800-222-1222 for emergency medical
treatment information.

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries,
oceans or other waters unless in accordance with the requirements of a National Pollutant
Discharge Elimination System (NPDES) permit and the permitting authority has been
notified in writing prior to discharge. Do not discharge effluent containing this product to
sewer systems without previously notifying the local sewage treatment plant authority. For
guidance, contact your State Water Board or Regional Office of the EPA.

PHYSICAL OR CHEMICAL HAZARDS
For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300.

Page 2
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DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent with its labeling,

For formulation into pesticide products. The user is responsible for registering products
made from TAEGRO Technical with the appropriate regulatory authorities.

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this
product it conforms to the chemical description on the label and when used according to
the label directions is reasonahly fit for the purposes referred to above. Buyers/Users of
this preduct assume full risk for any use contrary to the specified directions. If this product
does not perform as warranted above and to the extent consistent with applicable law,
customer’s sole remedy for breach of warranty shall be replacement of the product or
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER
MAKES NC OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT
OF SELLER IS AUTHORIZED TCO DO SO.

STORAGE AND DISPOSAL
Do not contaminate water, foed or feed by storage or disposal.

PESTICIDE STORAGE
TAEGRO consists of living microbes. Do net freeze or expose to temperatures above
80° F. Close opened containers tightly. Store in a cool, dry place and use within one year.

PESTICIDE DISPOSAL

To avoid wastes, use all material in this container by application according to label
directions. [f wastes cannct be avoided, offer remaining product to a waste disposal
facility or pesticide disposal program (often such programs are run by state or local
governments or by industry).

CONTAINER DISPOSAL.
Refillable container. Refill this container with pesticide only. Do not reuse this container

for any other purpose.

Cleaning the container before final disposal is the responsibility of the person disposing of
the container. Cleaning before refilling is the responsibility of the refiller.

Te clean the container befere final disposal, empty the remaining contents from this
container inte formulation equipment. Fill the container about 10% full with water. Agitate
vigorously for 2 minutes. Pour rinsate into formulation equipment. Repea: this rinsing
procedure two more times.

Fage 3
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[Note to reviewer: The “Not for sale or use after {date)" is to serve as the bafch code ]
[Note to reviewer: This product is sold in large plastic totes.]

File:
70127-00006.20081121v001.Taegro Technical.pdf

Page 4
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Shanaz To "TASC {(Tom Schreier)* <tasc@novozymes.com>
Bacchus/DC/USEPAMIS

11/18/2008 12:48 PM

CC

bce

. 0 5 Subject 70127-6 and 70127-7[9
18RY Taelenicgl

These are two pesticidés with similar names but different active ingredients: —
70127-6 - TAE-Technical - Bacillus subtilis var amyfoliquefaciens Strain FZB24
~_:r]‘j;)7’{.‘;127?‘-?' - TAE-00% Technicat Bioinsecticide - Metarrhizium anisopliae F52

70127-6 (B. subtilis var amyloliquefaciens) and 70127-7 (Metarrhizium anisopilae ) products.

| have a request from Novozymes for BPPD to correct a registration notice for a pesticide (EPA Reg.
No0.70127-6) which contains Bacilfus subtilis var amyloliquefaciens Strain FZB24 as the active ingredient,
it was given unconditionat registration under FIFRA Seclion (3(C)}5) on 01/20/2000. It is called
TAE-Technical on the transfer letter. BPPD's revised Notice of registration (02/12£2007) to your company
with the EPA Reg. No. 70127-6 was issued with the name TAE-Technical for the B. subtilis product,
while incorrectly containing the conditions of registration for the Metarrhizium F52 technicai -
called TAE-001 Technical Bicinsecticide, (EPA Reg.No. 70127-7}

What may have contributed to the gconfusion is the similarity in the two names. While we are amending
the labels for Metarrhizium products, would you consider changing the name for the Metarrhizium
technical? Also, have you submitted an updated label and CSF for 70127-8, the B. subtilis product?

As discussed at our last meeting, as part of the Metfarrhizium amendments, [ am preparing new
registration notices updating your case for Metarrhizium and working with Susanne Cerrelli, who has been
the RAL on the 8. subtilis case to resolve ths issues about the B, subtilis pesticide discussed above,

Please call to discuss what potential exists for changing the names of these technicals to prevent futur
confusion.
Thanks.

Sincerety,

Shanaz Bacchus, Chemist

USEPA/CPP (Maif Code 7511F)

Biopesticides and Poflution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-8057

Fax: 703-308-7026

ekt

L,--"’.’-._F

P lusm

...-—-"--.u&—
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701276 (B. subtilis var amyloliquefaciens) and 70127-7 (Metarrhizium anisopfiae ) products.

- S e ovee

RYo- 2 1-116b

Shanaz To Sheryl Reilly/DC/USEPA/US@EPA
Bacchus/DCIUSEPAIUS ot Susanne CerrelliDCIUSEPA/US@EPA, tbrahim
10/15/2008 04:16 PM Barsoum/DC/USEPA/US@EPA

bce '

Subject 70127-6 {B. subtilis amylo) - 70427-7 and 70127-2
(Metarrhizium) products- comments p!ease

Sheryl et al.:

Please look at this email | would like to send to Tom Schrier of Novozymes and provide input.
Sheryl, especially iock at the end of the email to see if the modified process with QA/QC data will
be a PRIA action and what wil! be the cost and time frame for review.

Thanks,

shawn

Ll

| have a request from Novozymes for BPPD to correct a registration notice for a pesticide (EPA Reg. ™ z'u;ﬁ:e
No.70127-6) which contains Baciflus subtilis var amylofiquefaciens Strain FZB24 as the active ingredient,

It was given unconditional registration under FIFRA Section (3(C)(5) on 01/20/2000. It is called

TAE-Technical on the transfer letter. BPPD’s revised Notice of registration (062/12/2007) to your company

with the EPA Reg. No. 70127-6 was incorrectly issued with the name TAE-Technical while containing the
conditions of registrattion for the Metarrhizium F52 technical - called TAE-001 Technical Bioinsecticide,

(EPA Reg.No. 70127-7}

70127 -6 - TAE-Fochmical™ Bacillus subtilis var amylofiquefaciens Stram FZB24 ~
70127-7 - TAE-001 Technica! Bioinsecticide - Metarrhizium anisopiiae F52 /

What may have contributed to the confusion is the similarity in the two names. While we are amending

the labels for Metarrhizium products, would you consider changing the name for the Metarrhizium
technical? Also, have you submitted an updated label and CSF for 70127-8, the B. subtilis product? As
discussed yesterday, as part of the amendments, | am preparing new registration notices updating your
case for Metarrhizium and working with Susanne Cerrelli, who has been the RAL on the B. subfjlis case to
resoive the issues about the latter pesticides.

701279 - Metarrhizfum F52 product

| looked at the submission you gave me yesterday for the new process for Metarrhizium technical. Our
systems show that Andy Bryceland responded to your notification reguest to iet you know that process
modification cannot be submitted as a notification. Ibrahim has aiso looked at the submission and has
informed me of the following deficiencies in the submission:

1. You have submitted a method to use selective media for detection of coliform bacteria but
have not used Trypticase Soy Agar (TSA) medium or Brain Heart infusion (BHI} meidum to detect general
bacterial contamination and determine the level of contamination.

2, The types of fungal contaminaticn are not identified,

3. The plates shouid be incubated for up to 48 rs to detect any slow-growing bacteria.

4. Itis not clear if you are summarizing the results from a five batch analysis or if you are merely
stating that this is the protocol your lab wili foliow to analyze the batches produced with the new

?‘ manufacturing process. The Agency will require anatyses of 5 batches to show that the new process does

ot resuit in higher levels of contamination than the previously reviewed manufacturing process.

This amendment must be formatted in accordance with PR Notice 86-5 and will be assigned a code B.& &-0

and will cost $ ”: H 0

Sincerely,
Shanaz Bacchus, Chemist
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Exponent

E%@Qﬁﬁﬁé 1150 Connecticut Avenue, NW

Suite 1100
Washingten, DC 20036

telephone 202-772~4000
facsimile 202-772~4970
WWW,.EXpOnent. com

January 29, 2008

Mr. Leonard Cole

Biopesticides and Pollution Prevention Division
1.S. Environmental Protection Agency

Office of Pesticide Programs (7504 P)
Document Processing Desk

Room $-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Dear Leonard;

On behalf of our client, Novozymes Biologicals, Inc. (Novozymes) (5400 Corporate
Circle, Salem, VA 24153), Exponent would like to provide you with a copy of a
correction sent to Dr. Sheryl Reilly in the biopesticide division regarding the registration
status of TAE-Technical (EPA Reg. Number 70127-6).

If you have any further questions please contact me via email at jmessina@exponent.com
or via telephone at (202) 772-4932.

Bestregards,
;f_/s j -? ”1,,7
Ff / /é{ '/ ;
Jarhes Messina
Authorized Representative for
Novozymes Biologicals, Inc.

Enclosure

ce: Tom Schreier, Novozymes Biologicals, Inc.
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Exponent

B
Er%§®fﬁ€ﬁ§, o ectiont Avenue, NW

Suite 1130
Washington, DC 20036

telephone 202-772-4n00
facsimile 202-772-4979
\V\VW.CXPOHCHE.C o

January 29, 2008

Dr. Sheryl K. Reilly

Microbial Pesticides Branch

Biopesticides and Pollution Prevention Division (7511C)
US Environmental Protection Agency

Subject: Correction for Registration Status of TAE-Technical
(EPA Reg. Number 70127-6)

Dear Dr. Reilly;

On behalf of our client Novozymes Biologicals, Inc. (Novozymes) (5400 Corporate
Circle, Salem, VA 24153), Exponent, Inc. is submitting a correction regarding TAE-
Technical (EPA Registration Number 70127-6).

On January 20, 2000 the EPA issued an unconditional registration to Taensa, Inc. for
TAE-Technical (EPA Registration Number 72098-6) containing the active ingredient
Bacillus subtilis Strain FZB24. Please find a copy of this notice enclosed. Earth
Biosciences then purchased Taensa, Inc. and all pesticide registrations. Earth
Biosciences was then purchased by Novozymes Biologicals, Inc. in 2006. The EPA
approved the transfer of Earth Biosciences’ products (six containing the active ingredient
Metarhizium anisopliae strain F52 and one containing B. subtilis) to Novozymes
Biologicals on December 7, 2006. Please find a copy of this transfer letter enclosed.
With the transfer to Novozymes Biologicals, the registration number for TAE-Technical
was changed from 72098-6 to 70127-6.

When originally registered by Taensa, the M. anisopliae containing products were
assigned conditional registrations due to outstanding efficacy data. However, the active
ingredient for TAE-Technical is B. subfilis, was originally granted an unconditional
registration. It appears that TAE-Technical was accidentally included in the extension
request with the rest of the M. anisopliae products, and the mistake has persisted ever
SInce,

Please find enclosed the following documents:

e EPA Notice of Unconditional Pesticide Registration (Jan. 20, 2000)
o Transfer of Pesticide Registrations and Data (Dec. 7, 2006)
e EPA Notice of Conditional Pesticide Registration (Feb. 12, 2007)
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Please change the conditional Notice of Registration back to unconditional and issue a
new Notice of Registration as soon as possible. Please forward a copy to my attention
when it has been corrected.

If you have any further questions please contact me via email at jmessinaf@exponent.com
or via telephone at (202) 772-4932.

%t regards,

’ fﬁ! ~ -

James Messina
Kuthorized Representative for
Novozymes Biologicals, Inc.

Enclosures (3)

cc: Tom Schreier, Novozymes Biologicals, Inc.
Leonard Cole, USEPA
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209%-0  rsogems T |

U.S. DNVIACMMENTAL PROTECTION AGENCY LPA Reg.
TI Date :
Cffice of Pesticide Programs Rumber: ate af Issuance:
VT T Biopesticides and Pollution Prevestion Division
F % {750141 40T M St., §.M. _ 72098-% JN 2
% g, 3 Washington, D.C. 20460 0 200
s, d&f Term of Issuance:
4 paté NOTICE OF PESTICIDE:

X Registration Unconditional

Reregistration

Hame of Pesticide Product:

TAE-Technical

[undeyr FIFRA, as amended)

Name and Address of Registrant {izclude ZIP Codel:

Taensa Inc

26 Sherman Ct

P.O. Box 764
Fairfield, CT 06430

:qh submi;;e& to. 'nd acc&pnéd b?'th&*ﬁiape,tic I_”-’_r
.inl' . 3 M‘«‘u‘ 3. aa@%—l}i’?"g\"*w" h‘

On the hasis of ininxﬂa~icn furnizned by the -egistrant, the above named cesticide is harcehy
segistered/raregiscered uncder the fedetal Insecticide, Funglcide and Rodenticide fgr.

Registrazien i5 i% no @ay o be IiastTued as an endolsament &r recommundation ©f this zraduct by the Agency.
In otder te protact health and tia environmenal, ths Administrator, on his meticn, may 22 any time suspend or

cancel the eagistzation of 3 oestinide in accordanza with the Acr. The acceptance af zny name iN connection
with the reglstraeion 2% a produz: undeb this Act s not to be consttued as giving the sagisttant a tighI to

excliusive use of Thae pale oz to s use if i1 has ze=n covered by athers.

This registration does not eliminate the need for continual reassessment of the pesticide. If
EPA determines at any time, that additional data are required to maintain in effect an existing
registration, the Agency will require submission of such data under section 3(c)(2)(B) of FIFRA.

This product is regisiered in accordance with FIFRA section 3(c)(3) and is subject to the
fotlowing terms and conditions:

. Submit five(3) copies of the revised final printed labeling including the EPA Registration
Number and Establishmem Number before vou release the product for shipment, Refer to the A-79
enclosure for a further description of final printed labeling.

A stamped copy of the label is enclosed for your records.

Sincerely,

4
LLJFH;Z%

Janet L. Andersen, Ph.D.

Director

Biopesticides and Pollution
Prevention Division {7311C)

c
o
il
]

Signature of Aporoving CTIfigial:

J- 280-0¢

EPAM Form 8570-4
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TAE-022 TECHNICAL
FOR MANUFACTURING PURPOSES ONLY
¥
% whw
ACTIVE INGREDIENT ~ Bacillus sublilis var, amyloliquefaciens Strain FZB24™._........ 73.3%
OTHER INGREDIENTS .. ..ot e eee e S 26.7%

Total  100.0%
* Containg 5.0 x 1011 Colany Forming Units (“CFLMgram.

. {goggles, face shield, or safety glasses). Harmful if swallowed, absorbed through skin, or

KEEP OUT OF REACH OF CHILDREN
WARNING

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS ;

WARNING

Causes substantial but temporary eye injury. Do not get in eyes. Wear protective eyewear

inhaled. Avoid contact with skin, eyes, or ciothing. Avoid breathing dust. Remove

- contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and water |
" after handling. :

FIRST AID |

. IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes.
! Get medical attention. ]
" IF SWALLOWED: Call a physician or Poison Controt Center. Drink 1 or 2 glasses of water and
_induce vomiting by touching back of throat with finger, or if available, by administering syrup of
" ipecac. If a person is unconscious, do not give anything by mouth and do not induce vomiting.

IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if
irritation persists.

! IF INHALED - Remove victim to fresh air. If not breathing, give artificial respiration, preferably

" mouth to mouth. Get medicaj attention. !

I For spill, leak, fire, exposure, or accident call CHEMTREC at 1-800-424-9300.

EMERGENCY INFORMATION

ENVIRONMENTAL HAZARDS
Do not discharge effluent containing this product into lakes, streams, ponds, estuanies, oceans
or other waters unless in accordance with the requirements of a National Pollutant Discharge
Elimination System (NPDES) permit and the permitting authonity has been notified in writing
prior to discharge. Do not discharge effluent containing this product to sewer systems without |
previously notifying the local sewage treatment plant authority. For guidance, contact }ouk , i
State Water Board or Regional Office of the EPA, » g

Net Contents

Taensa, Inc. BCcrn PTa ““EPA Establishment Number o
26 Sherman Court EPA Registration Number: |7 2098-
P.0. Box 764 ; .10 Made inU.S.A.

Fairfield, CT 06430 U.S.A. Revisioh& %0208

Fl
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DIRECTIONS FOR USE
ltis a violation of Federal law to use this product in a manner inconsistent with its labeling.
Only for formulation into product for the following use:
o For plant strengthening, growth enhancement and suppression of certain diseases
This product may be used to formulate products for any additional use(s) not listed on the TAE-

022 Technical label if the formulator, user group, or grower has complied with U.S. EPA
submission requirements regarding the support of such use(s). '

STORAGE AND DISPOSAL

Do not contaminate water, food or feed by storage or disposal.

STORAGE: TAE-022 consists of living microbes. Store in a cool dry place. Do not fregze or
expose to temperatures above 80° F. Opened packages should be closed tightly and stored in
a cool dry place and used within one month.

PESTICIDE DISPOSAL: Unused TAE-022 Technical and wastes resulting from the use of thig
product may be disposed of in a sanitary landfill or by incineration, or, if allowed by State and
local authorities, by burning. If burned, stay out of smoke.

CONTAINER DISPOSAL.: Dispose of emply bag in a sanitary landfill or by incineration, or if
allowed by State and local authorities, by buming. If burned, stay out of smoke.

CONDITIONS OF SALE

Taensa, inc. warrants that the product conforms to its chemical description and is reasonably fit for the
pumpose stated on the label when used in accordance with directions under normal conditions of use, but
neither this warranty nor any other warranty of merchantabitity or fitness for a particular purpose, express
or implied, extends to the use of this product contrary to labet instructions, or under abnormat conditions or
under conditions not reasonably foreseeabte to manufacturer, and buyer assumes the risk for any such
use,

......

......
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2006-12-15 14:16 >> cURTT24979 P 1/3
i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

? &% % WASHINGTON, D.C. 20480
N2
1 ppn® _
December 7, 2006
. OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SURSTANCES

MR, THEODORE MELNIK
NOVOZYMES BIOLOGICALS, INC.
5400 CORPORATE CIRCLE
SALEM, VA 24153

Dear Mr. Melnik:

Subject: Transfer of Pesticide Registrations and Data From Company Number 72098 to
Company Number 70127

Pursuant to your request in your letter and transfer agreement of October 20, 2006 and
subsequent information received on December 4, 2006, we have approved the transfer of the
following registrations and data from EARTH BIOSCIENCES INC,, company number 72098
to NOYOZYMES BIOLOGICALS, INC,, company number 70127.

The effective date of these changes is the date of this Jetter,

Qld EPA. . New EPA
Regis Products Reg. No. Reg. No.
BEETLEBALL TECHNICAL 72098-4 70127-4
TAEGRO 72098-5 70127-5
TAE-TECHNICAL 72098-6 70127-6
TAE-001 TECHNICAL BIOINSECTICIDE 720987 70127-7
TAENURE GRANULAR BIOINSECTICIDE 72098.-8 70127-8
- TICK-EXG 72098-12 70127-9
TICK-EX EC ';‘2098-13 70127-10

You should indicate the new company designation, new EPA Registration Number and
new Establishment Number (if it has changed) on the labeling at the next printing which should
occur no later than 18 months after the effective date of this transfer. After 18 months, any
product released for shipment must bear the new Registration Number and Establishment
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Number. If you intend to use the labels which currently appear on the transferor's product after
the effective date of the transfer, but within the 18 month grace period, you must maintain
complete and accurate records which identify by batch number, lot number, or other suitable
description the quantities of such product bearing the transferor's label. Each container or
package bearing the transferor's label which is released afer the effective date of product
registration transfer, must be clearly and accurately marked with the batch number, lot number or
other descriptive designation used to identify the product in your records.

Supplemental distribution agreemnents of registered products do not transfer with the
Section 3 registration. It is your responsibility as the registrant to notify any and all supplemental
distributors of the transferred product(s) of this transfer agreement. If you wish to enter into
supplemental distribution agreements of your product(s) under this new registration, the form
"Notice of Supplemental Distribution of a Registered Pesticide Product,” EPA Form 8570.5,
must be submitted to the Agency for each supplemental distributorship.

You are required o contact your local BPA Regional Office to determine what effect this
transfer of pesticide registrations has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if the only changes are in the
company designation and the EPA Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to initistion. In any correspondence on
these products always refer to the U.S. EPA Registration Number listed above.

The transferred registration will have the same status under the Federal Insecticide,
Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a second company, all
restyictions, data requirements, conditions (suspensions), and deadlines existing on the
registrations are transferred with the registrations. The new company is responsibie for adhering
to or complying with all such restrictions, etc. on the acquired products.

In regard to deadlines, the transferee company s responsible for submitting all required
data according to the schedules already established for the acquired products. Failure to do so
will result in the issuance of a Notice of Intent to Suspend. Requests from transferce companies
for additional time to submit, because they acquired the registration(s) after the 3(c){2)(B)
request was issued will not be grunted. If a transferee company has other valid reasons for delays
in the testing which were clearly outside of their control, then such requests for time extensions
will be considered in accordance with the established procedures, Transfers occurring while a
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same
conditions expressed above,

Registration is in no-way to be construed as an endorsement or approval of these products

by the Agency. In order to protect health and the environment, the Administrator, on his motion,
may at any time suspend or cancel the registration of a pesticide in accordance with FIFRA.
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Furthermore, the transfer of the subject registrations is approved under the condition that
the annual maintenance fee obligation has been fully satisfied, The marginal maintenance feg is
determined based solely on the total number of active section 3 and section 24(c) registrations
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferce
and transferor will be notified to comply within a specified time period or the affected
registrations may be canceled.

The Agency acknowledges it has received a request for data transfer dated October 20,
2006 and subsequent information received on December 4, 2006 to transfer data ownership from
the transferor to the transferee. The data transfer is effective the date of this Ietter. After this
date NOVOZYMES BIOLOGICALS, INC. will be considered the data owner. This action
will not antomatically reflect on the Data Submitters List. 1f you want to be added to the Data
Submmitters List, you omst submit a request to:

Document Processing Desk (DSL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Avenue, NW
Washington, DC 20460

By copy of this letter we are informing the transferor of these changes. If you have any
questions about this transfer approval please contact Evelyn Alston at (703) 305-5058.

Sincerely,

}0\/% ?) ‘ (%@t,&( '
Kathryn S. Bouve, Lhief

Information Services Branch
Information Technology & Resource Management Div. (7504P)

cc: MR. TOM CORELL

EARTH BIOSCIENCES INC.
166 SOMERSET AVENUE
FAIRFIELD,CT 06824

p 3/3
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EPA Reg.

Number: Date ol 1ssuance:
70127-6
Tern of .
Issuanee: COHdltiOI'lal

Name of Pesticide Produci:

TAE-TECHNICAL

U.8. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs
Biopesticides and Poliution Prevention Division (7511C)
1200 Pennsylvania Avenue NW
Washington, DC 20460

NOTICE OF PESTICIDE:
_X__ Registration
Reregistration

{funder FIFRA. as amended}

Name and Address of Registrant (inciude ZiP Codel:

Novozymes Biologicals, Inc.
5400 Corporate Circle
Salem, VA 24153

On the basis of information furnished by the registrant, the above named pesticide is hereby
registeredg/reregistered under the Federal Insecticide, Fungicide and Rodenticlde Act.

Reglstration is in no way to be construed as an endorsement or recommendation of this product by the
Agency, In order to protect health and the environment, the Administrator, on his motion, may at any time
suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any namein
connectlon with the registration of a product under this Act 1s not to be construed as giving the registrant a
right to exclusive use of the name or to its use If it has been covered bv others.

The registration application referred to above, submitied in connection with registration under § 3(c){7)(C) of
the Federal Insecticide, Fungicide, and Rodentictde Act, as amended, is acceptable provided that you do the
following 1erms and conditions.
1. Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the Agency
requires all registrants of similar products to submit such data. '

2. Submit production information for this product to Mr. Owen Beeder of Registration Division (7503C)
for the fiscal year in which this product is conditionally registered, ity accordance with FIFRA § 29.
The fiscal year begins October 1 and ends Sepiember 30. Production information will be submitted
to the Agency no later than November 15, following the end of the preceding fiscal year.

3. This registration is registered under FIFRA § 3{c}(7){C} because of outstanding data of your technical -
product.

signature of Approving Official. Date:

FEB 2 2 2007

(See second page for signature)

EPA Tonn 8570-0
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5. You must submit the field efficacy data for the control of blacklegged ticks (Ixodes scapularis).
Efficacy data must be developed for each specified public health pest. These product performance
data must be submitted by December 31, 2007.

6.  Submit five (5) copies of the revised final printed labelin'g before you release the product for
shipment. Refer to the A-79 enclosure for a further description of final printed labeling.

If these conditions are not complied with, the registration will be subject to cancellation in accordance

with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these
conditions.

A stamped copy of the label is enclosed for your records.

Sincerely,

Sheryl K. Reilly, Ph.D., Chi

Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511C)

185



REG #: 70127-6

DeSC r|pt|0n . Formulation Amendment

if applicable, check all that are attached:

new stamped accepted label o
-

new CSF Q
o

notification ®)
A

other:

Instructions:

Attach this sheet to the top of ALL material sent to the file room (both loose paper
and new material in jackets). This sheet will be imaged; a clear description will aid
in finding the material in the e-jacket. Remove staples from all material. If
returning locose paper then hold together with a binder or paper clip. CSFs should
be placed in the CSF folder (if returning jacket) or covered with a red CBI sheet (if
returning loose paper). Material to be returned to file room should be placed in the
appropriate bin.

Reviewer: Jeannine Kausch Date: _8/4/2009

Phone: (703) 347-8920 Division: BPPD
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Formulation Amendment ($70127-6) - Approved 08-03-2009

(8/04/2009 06:01 AM

Jeannine Kausch to: TASC (Tom Schreier)

Hi Tom,

The formulation amendment, which you submitted back in April for Taegro Technical (#70127-8), was
approved yesterday. I've attached a courtesy copy of the acceptance letter below. A hard copy of this
letter, along with a stamped copy of the CSF, will be sent to you via regular mail this afterncon. Please
remember that this amendment was accepted based on the term that a 5-batch analysis will be submitted

to the Agency by February 15, 2011,
Let me know if you have any guestions or concerns.
Thanks,

Jeannine

Taegio Technical_Fommutation Amendment_DB-03-2003. pdf
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UNITY

Mr. Thomas Schreier
Regulatory Affairs Manager
Novozymes Biologicals, Incorporated
5400 Corporate Circle
Salem, VA 24153

Re:

STATES ENVIRONMENTAL PROTECTIO

EPA Registration No. 70127-6
-Formulation amendment to move manufacturing site from Germany to Virginia, modify
the lower certified limit for the active ingredient, and update the product name
Application Dated 04/03/2009
Decision #409510

Pear Mr. Schreier:

I

Novozymes Biologicals, Incorporated; Taegro Technical

SENGCY

AUG 0 3 2009

The amendment referred to above, submitted in connection with registration under FIFRA
section 3{c)(5), is acceptable provided that you:

Submit a five-batch analysis from batches produced at the new manufacturing facility in

Salem, Virginia by February 15, 2011 (in accordance with OPPTS Harmonized Guideline
885.1400).

Submit and/or cite all data required for registration of your product under FIFRA section

3(c)(5) when the Agency requires all registrants of similar products to submit such data.

The new confidential statement of formula (CSF) dated July 28, 2009 supersedes the
previous CSF dated May 4, 2007 and will be filed in the Agency’s records as the official CSF.

CONCURRENCES
S R .
SURNAME [ SeH % ..................
DATE Pl o [52] 2009 Clata
EPA Form 1320-1A (1/20) / I J Printed on Recycled Paper OFFIGIAL FILE COPY

= U.8. Government Printing Office: 2005

206-869 [mach



Mr. Thomas Schreier -2-
EPA Registration Number 70127-6

Your release for shipment of the product with the amended formulation coenstitutes

acceptance of these conditions. If you have any questions contact Jeannine Kausch at 703-347-8920
or by email at kausch.jeannine(@epa.gov.

A stamped copy of the CSF is enclosed for your records.

Sincerely,

Shefk

Sheryl K. Reilly, Ph.D., €hief
Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)

Enclesure (1):
-C8F dated July 28, 2009

189



ROUTING AND TRANSMITTAL SLIP Oate:

08/03/2009
TO: (Name, office symbol, room number, building, Agency)
Sheryl Reilly %\g\ q \(5\00\
Action File MNote and Return
X Approval For Clearance Per Corversation
As Reguested For Correction Prepare Reply . d
Circulate For Your Information See Me . /
Commeni Investigate X | Signature M

Coordination Justify Concurience Vﬁ )
REMARKS (? .

Product Name: Taegro Technical

Action Type: Formulation amendment to move manufacturing site
from Germany to Virginia, modify the lower certified
limit of the active ingredient (still within the criginal
range), and update the product name

EPA Reg. No.: 70127-6

PRIA Due Date: August 27, 2009

*This formulation amendment arrived at the Agency without data.

Since the registrant will need to begin production before submitting a

5-batch analysis (production will begin upen approval of this amendment

and this is why no data were submitted with the original application),

we decided to ask for the 5-batch analysis as a term of the amendment
acceptance letter. After talking with the company representative about

time needed to complete and submit the 5-batch analysis, they have been given
approximately 18 months from the amendment letter acceptance date

(i.e., February 2011) to fulfill the term.

DO NOT use this form as a RECORD of approvals, concurrences, disposals,
clearances, and similar aclfions.

FROM: (Name, org. symbol, Agency/Post) Room No.~ Bldg.
5-8031
Jeannine Kausch Phone

{(703) 347-8920
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RE: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF [}

Jeannme Kausch to: TASC (Tom Schreler) 07/29/2009 11:03 AM

Thanks for submitting the new information. I'l{ look everything over and let you know if anything additional
needs to be addressed. As | mentioned in a previous email, | am attaching a draft acceptance letter for the
formulation amendment, Please just let me know if the time frame provided for submission of the 5-batch
will work for Novozymes. | picked a date about 18 months from August.

Also, in looking through past documentation relating to this product, | found that { will have to process a
label amendment, which has been in-house since February but has not yet baen taken care of. In
conjunction with this label, | can also get the registration notice reissued if it is needed...Is this the case? |
noted a proeduct name problem had sceurred in the past with several products that currently are registered
to Novozymes.

Regards,

Jeannine

Taegro Technical Formulation 07-2009.doc

IKC (Tom Schreier}” Hi Jeannine, The attached documents are...

From: \ "TASC {Tom Schreier)" <tasc@novozymas.com>
To: ™.Jeannine Kausch/DC/USEPA/US@ERA
Date: 07:12\_8;'2009 11:17 AM
Subject: RE: Taegro Technical (EPA Reg. No, 70127-6) - Revised CSF
- N
Hi Jeannine, \\

nd should arrive on

The attached documents are\belng sent overnight
] s to change.

Wednesday. Please let me kn
Thanks for all of your help!!!
Tomn

Best Regards
Tom Schreier
Regulatory Affairs Manager

Novozymes Bicologicals,
5400 Corporate Circle

Salem VA 24153 Unipéd States ~

Phone: +1 540 303~1186 ..
Mobile: +1 540 A556-7086 .
E-mail: tasc@rovozymes.com "

jologicals, Inc. (reg. no.:54-2042079). Registered addresss
lth Legal Service Corporation, 4701 Cox R, Glen Allen, VA& 23068-6802,

Novozymes

This £-mail {including any attachments) is for the intended addressee({s} only
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Print Leatter

Enter More Information

Tracking

P6-Jul-2009 i
[i' S0 ]

evised CSF.
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Pages 193-194 - *Claimed confidential by submitter*
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Print Form

Ploase read Instroctions on reverss befors ¢o. __ting form. Form Jm;rovn&-. 458 No. 2070-0080

o~ United States Registration OPP idontifisr Number
WEPA Environmental Protection Agency Amendment

Washington, DC 20460 x | Other
Application for Pesticide - Section |

t. Company/Product Number 2. EPA Product Manager 3. Proposad Classification
70127-6 Sheryl Reifly
4. Company/Product {Nsme} . PME DNona [] Restricted
Novozymes Biologicals /Taegro Technical 92
5. Name and Addracs of Applicant finciude ZIF Code} 6. Expedited Review, ln accordance with FIFRA Section 3{c){3{

Novozymaes Biologicals Inc. {plii), my product is similar or identical in composition and iabeling

5400 Corporate Circle o

Salemn, VA 24153 EPA Reg. No.

DChnck if this is & new address Product Name
Section - Il
D Amendment - Explein below, D Final printad labels in respones to
Agency letter dated

D flesubrmiasion in respoenso to Agency letterdeted . D "Me Too" Application,

D Notification - Explain balow. Qther - Explain balow.

Explanation: Uso additionol pags{si If neceesary. (For soction 1 and Section 1.}

1. Submission of revised CSF in accordance with Agency e-mails dated 13-21 July, 2009,

Section - HI

t. Matenrial This Product Will Be Pockaged In:

Child-Resistant Packaging Unit Packaging Water Scluble Packaging 2. Type of Container

] Yes® | Yoo | Yos Matal

X | Plastic
Ne No No Glasa
. . If "Yeos" No, por If *Yas™ No. per Paper
h Cﬂ’t’ﬁc_‘“m" must Unit Packeging wgt. container Pockoge wat conteinar Other (Spacify)
be submitted l
3. Location of Not Contants Infermation 4. Sizsis| Retail Contoiner 5, Locetion of Labsl Dirsctions
] On Label
D Lobof Container 2500r 500 gai' i On Labeling sccompenying preduct
6. Manner in Which Label in Affixed to Product ] Lithograph_ ] other
aper glue
Stenciled

Section - iV

1. Contact Point {Complate Items directly bulow for identification of individuel fo b contactad, if necessary, to process this epplication,)

Nema Titia . Telophone No. {irclvda Arce Codal
Thomas Schreier, La@sCc@novozymes . com Reguiatory Affairs Mgr. (540) 302-1185

Certification &. Date A:p:piicstiOn
| cortify thut the statermnents | heve made on thic form snd ali sttachments thereto are true, accyrate and com;m;_ ﬁ““‘w’__d
| acknowledge that any knowingly felee of mislaading ststernent may be punisheble by fine or imprigonment or {S*anped}
both under applicable law,

2. Sighatura F 3. Title
JbU— o .
S i e T Regulatory Affairs Manager
¥ - T me”
4. Typed Nams 5. Datg
Thomas Schreier 7/28/2009

EPA Form 8570-1 |Rev. B-34| Pravious editions are obsolate. Whilte - EPA Flie Copy ioriginel} Yﬂllorg5pp[lcmt Copy



Taegro Technical (#70127-6) - Allowed Time For Follow-Up Data Submission
_ Jeannine Kausch to: She_ryi Reilly 07/21/2008 01:56 PM

Hi Shery,

| have a PRIA action for Taegro Technical (EPA Reg. No. 70127-6; ai: Bacilius subtilfis var.
amyloliquefaciens), which will be due in mid-August. This is a formulation amendment where the
registrant has requested to move their manufacturing facility from Germany to Virginia and update the
product name. However, although this was considered a PRIA action, it also came in with no data. The
registrant is aware that they need to submit a 5-batch analysis with production batches from their new site,
but they will not start producing these new batches until the manufacturing facility switch is approved by
the Agency (which is why they did not submit the relevant data with this particular action).

Alan inquired several weeks ago, during one of the management meetings | believe, and confirmed that
we could approve the registrant's request provided no other issues came to light. He also established that
we would need to ask for the 5-batch analysis as a term in the acceptance letier.

Question:; The registrant has proposed that they could get the Agency the 5-batch analysis within 18
months of this amendment’s approval. Do you believe this is acceptabie {Alan wanted me to verify with

you}? For some registrations where manufacturing has not yet been initiated, which would be
applicabie in this case, we have allowed up to 30 months (Aspergilius flavus) for submission of a

5-batch analysis.
Thanks,

Jeannine
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07/21/200%9 02:28 AM

Thanks for the prompt response to my questions. | will begin drafting the acceptance letter for the
formufation amendment based on the information that you have provided me. Once | comglete the draft, |
will send it through you just to confirm that the time frame outlined for the S-batch anailysis is acceptable to
Novozymes. Prior to sending anything up for management approval, | will have to have the revised CSF in
hand; however, | don't see a problem if you send this information o the Agency when you get back from
your travel.

Thanks,
Jeannine
"TASC (Tom Schreier}" Hi Jeannine, We have updated the CSF an... 07/20/2008 06:38:18 PM .
From: "TASC {Tom Schreier)” <tasc@novozymes.com>
To: Jeannine Kausch/DC/USEPA/US@EPA
Date: 07/20/2008 06:38 PM
Subject: RE: Taegro Technical {EPA Reg. No, 70127-8) - Revised CSF

Hi Jeannine,

We have updated the CSF and have placed the ingredient into a culture
collection last week. I had to travel prior to being able to send the revised
CSF into you. I will be back next week and you should have the document on
Tuesday or Wednesday. We will be able to complete 5 batches within 18 months.
I would call but am unable to get reception. If you require the CSF gooner, I
will be 1n France on Thursday of this week and can send it by e-mail then.

Thanks for vyour help.
Tom

Best Regards
Tom Schreier
Regulatory &ffairs Manager

Novozymes Biclogicals, Inc.
5400 Corporate Circile

Salem VA 24153 United States
Phone: +1 540 302-1186
Mcohile: +1 540 556-7086
E-mail: tasc@novozymes.com

Novozymes Biologicals, Inc. {reg. no.:54-2042079). Registered address:
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 231060-6802,
United States of America

This e-mail {including any attachments} is for the intended addressee{s) only
and may contain confidential and/or proprietary information protected by law.
You are hereby notified that any unauthorized reading, disclosure, copying or
distribution of this e-mail or use of information herein is strictly
prohibited. If you are not an intended recipient you should delete this e-mail
immediately. Thank wyou.
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««««« Original Message-----

From: Xausch.Jeammine@epamail.epa.gov [mailto:Xausch.Jeannine@epamail.epa.gov

]

Sent: Monday, July 20, 2008 12:54 PM

To: TASC (Tom Schreier)

Subject: RE: Taegro Technical (EPA Reg. No. 70127-86) - Revised C8F

Hi Tom,

I am trying to get a guick update on this action (from your end) as I
would like teo begin drafting the acceptance letter for your request;
however, I still need some key information that has not vyet been
provided.

1) Following up on one of the guestions that you posed about culture
collecticon deposit.. .Does Novozymes currently have the active ingredient
for Taegro Technical deposited in a recognized culture collection? XIE
not, I will include this as a reguirement (along with the request to
provide documentation and a revised CSF) in the amendment letter.
Furthermore, if this active ingredient is not currently on deposit, is
this something that could be accomplished within 45 days of an
acceptance letter?

2] I still need you to provide me with a reagonable estimation of how
long your company needs to produce 5 batches, complete the analyses of
these batches, and provide EPA with the relevant information. A due date
will he established in the acceptance letter.

3) 8tatus ¢of the revisions reguested on the CSF?
I would like to attempt to get your action completed well in advance of

the PRIA due date, which ig why I keep pressing for the additional
information.

Thanks,
Jeannine

From: Jeannine Kausch/DC/USEPA/US

To: "TASC [Tom Schreier}”" <tasc@novozymes.com>

Date: 07/15/2009 05:31 PM

Subject: RE: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF
Hi Tom,

Thanks for the reply to my initial emails. To answer the questions that
you posed below:

#1) You do neot have to deposit the active ingredient prior to revising
the CSF (for this action). However, if you do not currently have this
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active ingredient in a recognized culture collection, I will add the
regquirement to do so within a particular amount of days in the
acceptance letter for your pending formulation amendment. When the
active ingredient is deposited into a culture collection, the
requirement would ask the company to provide us with documentation
showing the identification number and place of deposit. Concurrently,
yvou would need to submit a revised CSF indicating the new culture
collection identification number.

#2} You can keep the new revised certified limit (lower) for this
product as it is still within the previously approved range {and it
makes sense based on the percentage of impurities at the upper certified
limit). When you resubmit this revised CSP back to the Agency, be sure
to include your short justification for the change in supporting
documentation or the cover letter. Also keep in mind that this new lower
limit would become legally binding upon acceptance of this CSP.

kkplgo, please be sure that this change would not affect the lower limit
of activity provided near the signature block at the bottom of the CSF.

Hopefully. I've addressed your questions but should you need further
guidance, let me know!

Thanks,
Jeannine

From: "TASC (Tom Schreier}" <tasc@novozymes.coms

To: Jeannine Kausch/DC/USEPZ/US@EPA

Date: 07/15/2009 04:23 PM

Subject: RE: Taegro Technical (EPA Reg. No. 70127-8)} - Revised CS5F
Hi,

In #1 below, a.i. was changed to air and went out before I could stop
it.

Best Regards
Tom Schreier
Regulatory Affairs Manager

Novozymes Biologicals, Inc,
5400 Corporate Circle

Salem VA 24153 United States
Phone: +1 540 302-1188
Mobile: +1 540 556-7086
E-mail: tasc@novozymes.com

Novozymes Bilologicals, Inc. {(reg. no.:54-2042079}. Registered address:
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA
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23060-6802, United States of America

This e-mail {including any attachments}) is for the intended addressee({s]
only and may contain confidential and/or proprietary information
protected by law. You are hereby notified that any unauthorized reading,
disclosure, copying or distribution of this e-maill or use of information
herein is strictly prchibited. If you are nct an intended recipient you
should delete this e-mail immediately. Thank vou.

————— Criginal Message-----

From: TASC {(Tom Schreier)

Sent: Wednesday, July 15, 2009 4:21 PM

To: 'Kausch.Jeannine@epamail.epa.gov'

Subject: RE: Taegro Technical (EPA Reg. No. 70127-6} - Revised CSF

Hi Jeannine,
I am redoing the CSF now but have two guesticons:

1. If the alr., is not in a culture ceollection at this time, must we
deposit it prior to completing the CSF?

2. The lower limit was raised to match the total of the maximum amount
of impurities. We can keep it at the previous number if that would be
better. Do you have a preference?

Let me know what you want us to do.

Thanks,
Tom

Best Regards
Tom Schreier
Regulatory Affairs Manager

Novozymes Bioclogicals, Inc.
5400 Corporate Circle

Salem VA 24153 United States
Phone: +1 540 302-1186
Mobile: +1 540 556-70886
E-mail: tasc@novozymes.com

Novozymes Biologicals, Inc. (reg. nc.:54-2042079). Registered address:
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA
23060-6802, United States of Awmerica

This e-mail {including any attachments) 1s for the intended addressee (s}
only and may contain confidential and/or proprietary information
protected by law. You are hereby notified that any unauthorized reading,
disclosure, copying or distribution of this e-mail or use of information
herein is strictly prchibited. If vou are not an intended recipient you
should delete this e-mail immediately. Thank you.

————— Original Message-----

From: Kausch.Jeamnnine@epamail.epa.gov |

mailto:Kausch. Jeannine@epanail . epa.gov]

Sent: Tuesday, July 14, 2009 10:41 &M

To: TASC (Tom Schreier)

Subject: Fw: Tasgro Technical (EPA Reg. No. 70127-6) - Revised CSF
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Hi Tom,

My apologies for the follow-up email and any confusion I might have
caused, but please disregard my first comment below speaking to
resubmission of Taegro Technical's label. I was given a bunch of
documentation and have found your original reguest from November 2008. I
will take care of your reguest associated with the label as soon as
possible. I would ask that you still address points #2 and #3 below, so
that I may progress forward with yvour formulation amendment reguest.

Thanks,

Jeannine
~~~~~ Forwarded by Jeannine Kausch/DC/USEPA/US on 07/14/2009 10:34 AM

From: Jeannine Kausch/DC/USEPA/US

To: "TASC (Tom Schreier)}" <tasc@novozymes.coms

Date: 07/13/2009 03:25 PM

Subject: Taegro Technical (EPA Reg. No. 70127-8}) - Revised CSF
Hi Tom,

I've been assigned to see your regquest for a revised CSF (w/ updated
name and manufacturing facility), with a PRIA due date of 08/27/2009,
through the process. Although this is a unigue reguest in that it is
considered a PRIA amendment (B680) yet the submission did not come in
with any data, I've talked with my team leader, alan Reynolds. He
mentioned that we could approve your request and regquire the analysis of
5 batches as a condition, and that this would be explained in the
acceptance letter. However, before I send an acceptance letter forward
for management approval, I will need you to initiate a few items and
answer one guestion.

1) In the cover letter accompanying the Bé80 amendment, you mention that
a label was submitted in November 2008 to reflect the name change that
will also be seen on this new CSF. I see indication that something was
submitted in 2008, but it does not look like the Agency ever approved
(or even took action) on what was submitted. Would vou please resubmit
yvour labels, for this product only, as a fast track amendment {(non-PRIZ)
and describe what you would like to change on this technical product
label? I still work on fast track labels and will ensure that this
amendment gets processed and completed in a timely manner.

2) With your amendment submission, you enclosed a Confidential Statement
of Formula, which seems to be correct for the most part. However, I will
vou need to make a few minor corrections and resubmit a revised version
as soon as possible (no CBI is revealed in this email because of the
unsecured means of communication):
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In box #5, please change "Sheryl Reilly, Ph.D." to "Sheryl Reilly /
92,0

In box #10 for the active ingredient, can you indicate the culture
deposit number?

In box #10 and for the last "ingredient," please indicate "CAS
Number: NAY as is done for the other ingredients.

For both of the impurities, please do neot include a lower limif
htep://www. epa.gov/pesticides/bilopesticides/regtools/biopest csf . pdf
- see page 10}. Please just leave a dash in this space for both of
these values as was done on the CSF dated May 4, 2007.

Please ensure that all values in columns 13a, 13b, l4a, 14b (except
for the lower limits of the impurities) are taken out to the tenths
place.

Please provide a brief justification for the change in the lower
certified limit for the active ingredient.

Please ensure the CSF is resigned, dated, and sent back to the Agency
to my attention along with the justification mentioned in the
previous bullet.

3} Please provide me with a reascnable estimation of how long vour
company needs to produce 5 batches, complete the analyses of these
batches, and provide EPA with the relevant information {e.g., 1.5
years) . A solid date will go into the acceptance letter, which is why T
am asking vyvou to provide a reascnable time frame. You can answer this
gquestion via email.

Thanks for your assistance and ccooperation with the above matters! Let
me know if you have any guestions.

Jeannine .

703-347-8920
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May 11, 2009
OFFIKCE QF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-409510

EPA File Symbol or Registration Number: 70127-6
Product Name: TAE-TECHNICAL

EPA Receipt Date: 06-Apr-2009

EPA Company Number: 70127

Company Name: NOVOZYMES BIOLOGICALS, INC.

THEODORE MELNIK
NOVOZYMES BIOLOGICALS, INC.
5400 CORPORATE CIRCLE
SALEM, VA 24153

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs

has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B680
AMENDMENT:NON-FAST TRACK;MICROBIAL/BIOCHEMICAL;
No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703} 308-8260.

Sincerely,

ocessing Staff
binology & Resources Management Division
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April 3, 2009

Taegro Technical EPA Registration No. 70127-6, Submission of Revised CSF

Shanaz Bacchus

Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7504P)
Document Processing Desk (AMEND)

U.S. Environmental Protection Agency

Room §-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

Dear Ms. Bacchus,

In November 2008 Novozymes submitted a request for a name change and submitted new labels for the
product TAE Technical, EPA Registration Number 70127-6. The new name for the product is Taegro
Technical. At this time Novozymes is pleased to submit a new CSF reflecting the pew name.

In addition to changing the name of the product Novozymes is moving the manufacturing site of the
product from Germany to the Novozymes Facilities located in Salem, Virginia. All facets of the
production of Taegro other than location remain unchanged. Once the new manufacturing location is
approved and production initiated, Novozymes will submit the results of the analysis of 5 batches of
product to the US EPA.

Please find enclosed the following documents:

o One copy of EPA form 8570-1, Application for Pesticide.

e On copy of EPA form 8570-4, Confidential Statement of Formula dated 5/4/07.

s Two copies of EPA form 8570-4, Confidential statement of Formula dated 4/2/09,
¢  One copy of the confirmation of the payment of the PRIA fee.

If you have any questions or need any assistance in this matter, please contact me in Roanoke VA at (540)
302-1186 or by e-mail at: tasc@novozymes.com.

Slncerely,

f’ it _.-f‘_;//”‘é/ffﬁ(d [

Thomas Sclireier
Regulatory Affairs Manager
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nE rore ingtructione on reversr» bofore o iting form. Farm Aggmvei. JMB No. 2070-0080

Pls
F.‘
o United Stotas Registration OPP {dentifier Number
WEPA Environmental Protection Agency Amendment
Waskington, BC 20460 x | Other
Application for Pesticide - Section i
1. Company/Product Number 2, EPA Product Managsr 3. Propesed Clagsificatien
70127-6 Shanaz Bacchus
4, Company/Product {Neme) PME DNQM D Restricted
Novozymes Biologicais /Taegro Technical

5. Namo and Address of Applicent {inciude ZIP Codef 6. Expadited Review, In accordance with FIFRA Section 3{c){3)

Novozymes Biologicals Inc. {blli}, my product is similar or identical in composition and labeling

5400 Corporate Circle to:
Salem, VA 24153 EPA Reg. No.
Dcfwckifﬂ:fsbansw address Product Name

Section - i}

D Amandmont - Explaln below, Final printed labala in reeponoe to
Agency lettar dated

D Raesubmission In response to Agancy lattar datad D "Mea Too™ Application,

D Notificetion - Explain below. Other - Explain balow,

Expianation: Usa edditionsl pagels] if necessary. 1Fer section ) and Section I1.)

1. Arevised CSF to support the name change from TAE Technical to Taegro Technical is being submitted at this time.

2.n addition to the proposed name change the site of manufacture is also be changed,
3. Ms. Bacchus has indicated that this action was to be assigned PRIA code B880, Label amendment requiring data submissien.

Section - Hi

1. Material This Product Will Be Packagad In:

Child-Registent Packaging | Unit Packeging Whatar Selublo Packaging 2. Type of Containar

I Yoo . Yoo - Yoo . < :::::‘c
No No No Glass

. . i *Yes® Ne. per It *Yes® No. per Paper
* Cortification must | Y p ; i ‘ :
r ackeging wgt., contsiner Package wit conjainer
ba submitted @ng wy u ! Othar |Specify)
3. Locatien of Net Contants Intformation 4, Slzals) Retail Container 5, Lecetion of Label Diractione
] On Label
D Labal Containar 250 0r 500 gal' ] On Labeling accompanying preduct
6. Mannor jn Which Labal is Affixed to Product Lithograph [:l Other
A YPaper glued
Stenciled
Sectlon - IV
1. GContact Point {Complete items directly below for identification of individual to be contactod, Jf necessory, to process this applicarion.}
Name Title . Talephone No. linclude Ares Code}
Thomas Schreier, TasSC@novozymes .com Regulatory Affairs Mgr. (540) 302-1186
Certification | 6. Doia Applicotion
1 cartify that the statemsnts | have mads on this form and all attachments thareto ere true, accurate and completa, Recelved
1 ecknowledpa that any knowingly falee or misleeding statement may ba punishablo by fine or imprsonmant or {Stamped}
both under appliceble law.
2. Signetura . 3. Titla
Ry ) 9 = Regulatory Affairs Manager
A g P L D e
4. Typad Name 5. Date
Thomas Schreier 4/3/2009

EPA Form 8570-1 JRev. 6-34] Provioue aditions sre obselate. White - EPA Flle Copy Jorigina!) Yeilm6ppncmt Cepy



Pay.gov - Online Payment ' Page 1 of 1

Step 3 Confirr Payment e et et R IE

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: PRIA Service Fees
Pay.gov Tracking ID: 24VCMC1R
Agency Tracking 1D: 74067947580
Transaction Date and Time: 04/03/2009 02:23 EDT
Payment Summary

Address Information Accou_p_t information ____, Payment Information _ -
Account Holder Thomas Card Type: Master Card : Payment Amount: $4, 410 00
Name: Schreier | Card Number: *****4004] Transaction Date 04/03/2009
5400 Corporate Decision Number: ; and Time: 09:23 EDT

Billing Address: Cir.

Biilling Address
2

City: Salem
State / Province: VA
Zip / Postal Code: 24153
Country: USA

Registration
Number: 70127-6

207
https:/f'www.pay.gov/paygov/payments/authorizePlasticCardPayment.html 4/3/2009



Shanaz To Linda Robens/DCAISEPA/US@EFPA
Bacchus/D PAJUS
us/DCUSE cC Susanne Cerrelli/DC/USEPA/US@ERA

08/13/2008 08:26 AM bee
Subject Fw: B, subtilis Products - Taegro

Linda, please check among our DERs databases to see if there are any for the products
listed beiow [ am copying Susanie in case it is one of her cases.

If either of you find the DERs, please send them on {o Tom, and let me know that the task is

complete. If not, can we find the DERs?
Thanks for your heip,

shawn

Washington D.C. 20460

Phone: 703-308-8097

"TASC (Tom Schreier}"

:taSC@NOVOZYmes-Com To Shanaz Bacchus/DCAUSEFA/US@ERA
cc

G8/12/2008 05:33 PM

Subject RE: Met 52 Products - Taegro

Ms. Bacchus,

The current Novozymes Blologicals Inc. registration numbers are
70127-5 and 70127-6. ‘The original EPA registration numbers were

72088-5 and 72098-6 and the company name was Earth Biosciences Inc.

. . The need for DERs for New York is to support the reglstration of the
(jpesticide Bacillus subtilis var. amylolicquefaciens Strain FzB24.

The MRID numbers are 447581-21 through 447581-27. bgf(j% \./

I would appreciate any help that you can provide. ] :
7ZU e %M,&

Thank wyou,

Tom ; g
— et ve
Best Regards - THAD

Regulatory Affairs Manager

Novozymes Biologicals, Inc.
5400 Corporate Circle

Salem VA 24153 United States
Phone: +1 540 302-118%
Mobile: +1 540 556-7086
E-mail: tasc@novozymes.com

Novozymes Bilologicals, Inc. (reg. no.:54-2042079). Reglstered
address: Commonwealth Legal Service Corporation, 4701 Cox R, Glen
2llen, VA 23060-6802, United States of America _

This e-mail (including any attachments} is for the intended
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addressee(s) only and may contain confidential and/or proprietary
information protected by law. You are hereby neotified that any
unauthorized reading, disclosure, copying or distribution eof this
e-mail or use of informaticn herein is strictly prohibited. If vyou
are net an intended recipient vou should delete this e-mail
immediately. Thank you.

««««« Original Message-—-—--—-

From: Bacchus.Shanaz@epamail.epa.gov
{mailto:Bacchus.Shanazlepamall.epa.gov]
Sent: Tuesday, August 12, 2008 2:47 PM
To: TASC {(Tom Schreier)

Subject: RE: Met 52 Products - Taegro

¥ got your voicemail and looked aﬁ the letter in the FOIA email.
The

studies cited are 447581-21 thru -27. Do vou need DERS for these
studies? The DERs J have are in the 448447-20 series which were
submitted more recently ( eviewed bhetween 2001 - 2003).

1f you send me the following, I'll lock arcund for the reviews.
Registration #,
PC Code and
MRID #s

However, if they are from a product registered to a previous

company,
the jackets and DERs may not be readily available.

Sincerely,

Shanaz Bacchus, Chemist

USEPA/QPP (Mail Code 7511P}

Biopesticides and Pollution Prevention Division
1200 Pennsylvania Ave., N.W.

Washington D.C. 20460

Phone: 703-308-809%7

Fax: 703-308-7026
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& 7 %55

Material to be added to a Mini-dacket

(in the case where an e-Jacket exists)

Reg. No. 70(27-¢

Send to SIG: check box LT

This material is:

7. New stamped-accepted label
I New CSF

«"Notification

¢ Final Printed Label

= Other:

instructions: Attach this notice on top of the
material. t must be clipped all together and
there shouid be NO STAPLES in the material.
Theh.give the material with this coversheet to
staff in the Information Services Center (Room
230).

Reviewer’'s Name: /L. B?ae/a_.m}t

Phone: 305-¢524 Division: gz272/)

| Date: 6’/;22%7
/e
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UNITEb <TATES ENVIRONMENTAL PROTECTIO&\ AGENCY

Novozymes Biologicals, Inc.
c/o Carrie Daniels

Exponent

1730 Rhode Island Avenue
Suite 1100 '
Washington, D.C. 20036

Subject: Product Name: TAE-022 Technical
EPA Reg. No: 70127-6
Application for Notification Dated: May 5, 2007

Dear: Ms. Daniels:

The Biopesticides and Pollution Prevention Division is in receipt of your
application for Notification under 98-10 dated above. A preliminary screen of this
request has been conducted for its applicability under PRN 98-10 and it has been
determined that the action(s) requested falls within the scope of PRN 98-10. Our records
have been duly noted, and the Confidential Statement of Formula, dated 5/4/07,
submitted with this application will be placed accordingly in our records.

Questions concerning this action should be directed to Andrew C. Bryceland at

(703)305-6928 or email at bryceland.andrew(dep.gov.

Sincerely,

Sy S ity

Sheryl K. Reilly, Ph.D., Chief
Microbial Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)

CONCURREMNCES
SYRBOL, ? ,S:}Z.P
SORNAME ﬁ).j}ﬁﬁd{éi&"ii ......................................................... sronserersrassdoasonssnassrsnrenrasesamateesaseoe forssrnsacssssnnae
DATE
;J/@ 2 /2 211
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T
Jg Ry Exponent
; @{}gpgé_/ﬁ;i t71o Rhotde Island Ave., NW

Suite ttoo
Washington, DC 20036

ielephoie 202-772-4900
facsimile 202-772-4y7y
\L'w“'.expouem,conl

May 4, 2007

Mr. Leonard Cole

Microbial Pesticides Branch

Office of Pesticide Programs

Biopesticides and Pollution Prevention Division (7504P)
Document Processing Desk (NOTIF)

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, Virginia 22202-4501

Subject: Notification Submission to Update Registrant Information on Basic Confidential
Statement of Formula
TAE-022 Technical, EPA Reg. No. 70127-6

Dear Mr. Cole:

On behalf of Novozymes Biologicals, Inc. (5400 Corporate Circle, Salem, VA 24153, EPA
Company Number 70127), Exponent, Inc. is submitting a notification pursuant to PR Notice 98-
10 to update the registrant information listed on the Basic Confidential Statement of Formula for
the technical product TAE-022 Technical, EPA Registration Number 70127-6. In support of
this action please find enclosed the following documents:

e (Cover letter;

o Completed 8570-1 formy;

e Updated Basic Confidential Statement of Formula (2 copies); and

¢ Copy of previously approved Basic Confidential Statement of Formula.

Novozymes recently acquired the registration for TAE-022 Technical from Earth BioSciences
and is updating the CSF to reflect Novozymes as the registrant.

This notification is consistent with the provisions of the PR Notice 98-10 and EPA regulations
at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential
statement of formula of tliis product. I understand that it is a violation of 18 USC Sec. 1001 to
willfully make any false statement to the EPA. I further understand that if this notification is
not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in
violation of FIFRA and I may be subject to enforcement action and penalties under sections 12
and 14 of FIFRA.
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Mr. Leonard Cole
May 4, 2007
Page 2

Should you have questions regarding the above information, please contact me via telephone at

(202) 772-4916 or via email at cdaniels@exponent.com.

Sincerely,

. FTT
P ." N
4

Carrie Daniels
Authorized Representative of
Novozymes Biologicals, Inc.

Enclosures (4)

cc:  Shawn Semones, Novozymes Biologicals, Inc.
James Messina, Exponent



Frease read instructions on reverse before con,  ng form. Form Approved. OMB No. 2070-0060

ey Unitod States | Reg‘{strat‘{‘on 0PP {denbfiar Numbor

WEPA Environmental Protection Agency Amendment
Washington, DC 20460 X | Other
Application for Pesticide - Section |

1. Company/Product Numbor 2. EPA Product Monagar 3. Proposed Classification

70127-8 Leonard Cole [ﬂNonu LJ Roatricted
4, CompanyiProduct {Namas} PM#

Novozymes Biclogicals, Inc. / TAE-022 Technical 8PPD
5. Name and Addross of Applicant /frefuds Z1P Cade) 6. Expedited Reveiw. In accordance with FIFRA Secticn 3{c)(3)
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Name
Carrie Daniels

&, Dato Application
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JNITED STATES ENVIRONMENTAL PR(. SCTION AGENCY
WASHINGTON, D.C. 20460

December 7, 2006
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

MR. THEODORE MELNIK
NOVOZYMES BIOLOGICALS, INC.
5400 CORPORATE CIRCLE
SALEM, VA 24153

Dear Mr, Melnik:

Subject: Transfer of Pesticide Registrations and Data From Company Number 72098 to
Company Number 70127

Pursuant to your request in your letter and transfer agreement of October 20, 2006 and
subsequent information received on December 4, 2006, we have approved the transfer of the
following registrations and data from EARTH BIOSCIENCES INC., company number 72098
to NOVOZYMES BIOLOGICALS, INC., company number 70127.

The effective date of these changes is the date of this letter.

Old EPA New EPA
Registered Products Reg. No. Reg. No.
BEETLEBALL TECHNICAL 72098-4 70127-4
TAEGRO 72098-5 70127-5
TAE-TECHNICAL .12098-6 7012746,
TAE-001 TECHNICAL BIOINSECTICIDE 72098-7 70127-7
TAENURE GRANULAR BIOINSECTICIDE 72098-8 70127-8
TICK-EX G 72098-12 70127-9
TICK-EX EC 72098-13 70127-10

You should indicate the new company designation, new EPA Registration Number and
new Establishment Number (if it has changed) on the labeling at the next printing which should
occur no later than 18 months after the effective date of this transfer. After 18 months, any
product released for shipment must bear the new Registration Number and Establishment
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Number. If you intend to use the labels which currently appear on the transferor's product after
the effective date of the transfer, but within the 18 month grace period, you must maintain
complete and accurate records which identify by batch number, lot number, or other suitable
description the quantities of such product bearing the transferor's label. Each container or
package bearing the transferor’s label which is released after the effective date of product
registration transfer, must be clearly and accurately marked with the batch number, lot number or
other descriptive designation used to identify the product in your records.

Supplemental distribution agreements of registered products do not transfer with the
Section 3 registration. It is your responsibility as the registrant to notify any and all supplemental
distributors of the transferred product(s) of this transfer agreement. If you wish to enter into
supplemental distribution agreements of your product(s) under this new registration, the form
"Notice of Supplementa] Distribution of a Registered Pesticide Product,” EPA Form 8570-5,
must be submitted to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office to determine what effect this
transfer of pesticide registrations has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if the only changes are in the
company designation and the EPA Registration Number. Other changes in the product and/or
labeling may require EPA review and approval prior to injtiation. In any correspondence on
these products always refer to the U.S. EPA Registration Number listed above.

The transferred registration will have the same status under the Federal Insecticide,
Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a second company, afl
restrictions, data requirements, conditions (suspensions), and deadlines existing on the
registrations are transferred with the registrations. The new company is responsible for adhering
to or complying with all such restrictions, etc. on the acquired products.

In regard to deadlines, the transferee company is responsible for submitting all required
data according to the schedules already established for the acquired products. Failure to do so
will result in the issuance of a Notice of Intent to Suspend. Requests from transferee-companies
for additional time to submit, because they acquired the registration(s) after the 3(c)(2)(B)
request was issued will not be granted. If a transferee company has other valid reasons for delays
in the testing which were clearly outside of their control, then such requests for time extensions
will be considered in accordance with the established procedures. Transfers occurring while a
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same
conditions expressed above.

Registration is in no way to be construed as an endorsement or approval of these products

by the Agency. In order to protect health and the environment, the Administrator, on his motion,
may at any time suspend or cancel the registration of a pesticide in accordance with FIFRA.
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Furthermore, t. _ transfer of the subject registrations is approved under the condition that
the annual maintenance fee obligation has been fully satisfied. The marginal maintenance fee is
determined based solely on the total number of active section 3 and section 24(c) registrations
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferee
and transferor will be notified to comply within a specified time period or the affected
registrations may be canceled.

The Agency acknowledges it has received a request for data transfer dated October 20,
2006 and subsequent information received on December 4, 2006 to transfer data ownership from
the transferor to the transferee. The data transfer is effective the date of this letter. After this
date NOVOZYMES BIOLOGICALS, INC. will be considered the data owner. This action
will not automatically reflect on the Data Submitters List. If you want to be added to the Data
Submitters List, yon must submit a request to:

Document Processing Desk (DSL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Avenue, NW
Washington, DC 20460

By copy of this letter we are informing the transferor of these changes. If you have any
questions about this transfer approval please contact Evelyn Alston at (703) 305-5058.
Kaﬂnr;m S. Bouve, Chief

Information Services Branch

Information Technology & Resource Management Div. (7504P)

Sincerely,

cc: MR. TOM CORELL
EARTH BIOSCIENCES INC,
106 SOMERSET AVENUE
FAIRFIELD,CT (6824
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Pages 219-228 - *Confidential Statements of Formula may be entitled to confidential
treatment*
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